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Executive Summary I
The Pharmaceutical Society of Ireland {PSl} is an independent statutory body, established by the Pharmacy Act
2007. It is charged with, and is accountable for, the effective regulation of the pharmacy profession and the
operation of pharmacies in the state to protect the health and safety of the public. The PSI is expected to
assure the public that pharmacy services are delivered in a competent professional and ethical manner and in
an appropriate environment, to the highest standards of quality care and best practice. The PSI is responsible,
inter alia, for supervising compliance with the Pharmacy Act 2007 and the instruments made under it. In the
discharge of these functions, the PSI conducts compliance inspections, under part 7 of the Pharmacy Act 2007,
to:

- To monitor and assess compliance with pharmacy and medicines legislation and PSI Guidelines.

- Provide assurance to the public that the regulatory system for pharmacists and pharmacies is robust

and acts in the best interests of patients and the public.

Compliance inspections are carried out on an ‘unannounced’ basis’. The average compliance inspection last
approximately two hours. Inspectors review a number of legal records including registers and prescriptions.
Under law these records must be present at the pharmacy and demonstrate accountability for the safe
management and custody of medicines. Inspectors also review hygiene and medicines storage standards at
the premises. Specific pharmacy personnel e.g. Superintendent, Supervising Pharmacist or Managers are not
required to be present for a pharmacy compliance inspection. The observations made at inspection and any
follow up required actions are communicated in a report which issues after the inspection. Overall, the
current purpose of compliance inspection is to assess how a pharmacy operates on any particular day.

The Inspection and Enforcement Committee of the Council of the PSI requested a review of PSI policy in
respect of the conduct of ‘unannounced’ compliance inspectionsz. The basis for the proposal is to provide
pharmacy owners and Superintendent Pharmacists with short advance notice that an inspection will be carried
out {typically one working day), so that they may review staffing arrangements at the pharmacy for the day of
the inspection and to provide them with the opportunity to ensure that key personnel are present. In view of
the fact that this proposal would constitute a significant change in existing policy, the Committee requested
the completion of a report:
i To examine national and international best practice for compliance inspections
il To conduct a pilot of announced compliance inspections and report on
= any material differences noted between the outcomes of announced and unannounced
inspection, and
= any advantages or disadvantages noted between announced and unannounced inspections,
including a review of costs and resources.
iil. To consult with key national stakeholders on announced and unannounced pharmacy inspection

policy

The PSI reviewed international pharmacy regulatory practices regarding the conduct of announced and
unannounced inspections®. The significant majority (eight of the nine) of international pharmacy regulators”,
who provided information to the PSI favoured either:

(a) The conduct of unannounced compliance inspections {five regulators®); or

! The inspected party is not notified in advance of these inspections.

? For cause compliance inspections (i.e. investigations) are excluded from this review,

* A selection of international pharmacy regulators were contacted for information on their inspection policies using Survey
Monkey and/or via telephone or email. Published information on the various regulatory autharities’ policies was also relied
on for the purposes of the review.

* Reference Part A of the report: International Pharmacy Regulators and Inspection Policies

> The regulator in Northern Ireland, three Australian regulators and one Canadian regulator
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(b} The conduct of announced inspections in circumstances where pharmacies are put on notice that

they will be inspected within a given time period (three regulators®). The exact date of the inspection
is not natified in advance.
Two of the regulators inform pharmacists they will be inspected within a six month time period. The
third regulator, the GPhC (UK} which uses notification periods fs rolling a new inspection format and is
currently notifying most, but not all, compliance inspections, informing pharmacies that they will be
inspected within a two week period (four to six weeks in advance). This regulator, the GPhC in the UK,
have informed the PSI they intend to move an entirely unannounced inspection format.

It was suggested by a majority of the regulators that unannounced inspection models/non-specifc date
notification periods provide a true and accurate representation of the manner in which the pharmacy is
operated on a day to day basis and that unannounced inspections were often the preference of patients
andfor the government. All of the international regulators agreed that unannounced inspections are
appropriate where there are concerns in relation to a pharmacy’s practice, following a complaint, where
criminal activity is suspected and when they are re-inspecting due to previously identified deficiencies.

The PSI reviewed national practices by other regulators in regard to the conduct of announced and
unannounced inspections. The findings show that other national healthcare regulators/agencies generally
support the use of ‘unannounced’ inspection models for compliance inspections because they represent a
clearer insight into the reality of the service as experienced by residents/patients and to prevent practices
from being visibly altered. Announced inspections tend to be favoured in pharmaceutical industry to ensure
that relevant personnel are present, site visits can be conducted and that certain documentation is available
for review. However, it was noted that there are significant differences between the inspection of pharmacy
services and pharmaceutical industry and wholesaling settings due to the comparative size of pharmaceutical
manufacturing/wholesaling facilities, the complexity of the activities carried out and the usual duration of the
inspection {e.g. a number of days).

A pilot study was carried out to investigate whether the provision of 24 hours advance notice of inspections
would impact the outcomes observed at inspection7. Marginal differences were noted between inspection
outcomes from the announced and unannounced inspections. Improvements in the completion of the duty
register, error records and labelling of medicines which had been removed from their primary packaging were
noted at announced inspections. Few pharmacies availed of the 24 hour notice period to change staffing
arrangements at the pharmacy for the purposes of the inspection.

The PSl reviewed the resource implications assoclated with the conduct of an unannounced inspection regime.
The PSI carried out an analysis of the resources required to conduct a sample month of unannounced
inspections in 2013 and the projected resources which would be required to conduct the same sample month
of inspections on an announced basis. The findings indicate that an announced inspection policy is expected to
result in an increase in costs to the organisation due to increased administration, travel and subsistence
expenditure and travel time. The increased costs and increased demand on inspectors’ time is also relevant in
considering the objectives sought from an announced inspection policy.

The PSI engaged in a targeted consultation with a number of key stakeholders in relation to the proposed
change in PSI inspection policy. The majority of respondents strongly favoured the conduct of unannounced
inspections because they are perceived to provide a better insight into the actual level of care delivered to

® The UK regulator, one Canadian regulator and one Australian regulator. The Australian and Canadian regulator utilised 6 month
notification periods,

7 The study comprised the comparison of average non-compliant outcomes from inspections carried out in 2013 with outcomes resulting
from a pilot of 40 announced inspections which were carried out in 2014
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patients or residents®, Respondents indicated that a combination of announced and unannounced inspections
may be appropriate in certain limited circumstances i.e. following the successful compietion of unannounced
inspections; in circumstances where there is supporting criteria e.g. clear previous audit.’ One stakeholder
welcomed the proposal of announced inspections stating that the current unannounced inspection model
poses a risk to patient safety as a pharmacist’s attention is drawn away from professional duties.’® The
Department of Health expressed the view that patient safety and public protection was best regulated within
the confines of unannounced inspections.

Conclusion and Recommendations

The evidence shows that the current inspection policy, whereby compliance inspections are not announced to
inspected parties in advance, is generally consistent with national inspection practices, international pharmacy
inspection practices and stakeholder opinion. The PSIs current inspection policy is also consistent with the
policy of the Department of Health, with whom the PSI have a direct reporting relationship.

The first inspection cycle of all pharmacy inspections in the State is due for completion by vear end 2014, at
which point the PSI will have, for the first time under the Pharmacy Act 2007, established a compliance
baseline. Having established that baseline, this information will be used to refine and develop the inspection
and enforcement policy for the period 2015-17. In the context of future strategy, the PSI is committed to
considering the feasibility of all compliance tools and potential approaches which may be appropriate to
assure patient safety and which can efficiently achieve the best compliance standards in the pharmacy sector.
This may include the potential use of self-assessment, risk based approaches to inspection, a change to
practice focused Inspections, and/or Superintendent Pharmacist led self-audit. There may also be
circumstances where the utilisation of announced compliance inspections may be appropriate e.g. in cases of
good and consistent audit history etc.

However, until such time as the inspection strategy is further informed or defined, and/or greater information
from tools such as self-assessment or future inspection cycles has been gathered, the Executive would caution
against any commitment to an announced inspection policy for compliance inspections.

The Executive of the PS| recommends the following:

1. To continue to develop a quality and risk system for inspecting pharmacies in collaboration with
stakeholders:
e in line with evolving good regulatory practices and the needs of patients and the pharmacy sector
= bhaving regard to the various inspection tools/and baseline information available.

2. To consider the potential for the use of announced compliance inspections as part of an overall
strategic review of inspection policy during 2015 and in response to improving compliance standards
and audit practices within the pharmacy sector.

3. To maintain the current unannounced inspection policy, in keeping with the existing PS| Corporate
Strategy and international and national practices.

® Irish Patients Assaciation, Patient Focus, Metal Health Commission
? Irish Patients Association, Patient Focus, Mental Health Commission, HIQA,
% rish Pharmacy Union



introduction

The Pharmaceutical Society of Ireland

The Pharmaceutical Society of Ireland (PSl) is an independent statutory body, established by the Pharmacy Act
2007. It is charged with, and is accountable for, the effective regulation of the pharmacy profession and the
operation of pharmacies in the state to protect the heaith and safety of the public. The PSI aims to ensure that
pharmacy services are delivered in a competent professional and ethical manner and in an appropriate
environment, to the highest standards of quality care and best practice. Under the Pharmacy Act 2007, the PS|
is responsible, inter alia, for supervising compliance with the Act and the instruments made under it.

In the discharge of these functions, under Part 7 of The Pharmacy Act 2007, the PSI conducts inspections of
pharmacies. The PSI's inspection policy is informed by our core remit of protecting patient safety and public
health. The PSI carries out two types of inspections (i) registration related inspections and (ii) non-registration
related or “compliance inspections”. Inspected parties are notified in advance of registration related
inspections (announced inspections). Inspected parties are not notified in advance of compliance inspections
{unannounced inspections).

Proposal to Review Inspection Policy: Inspection & Enforcement Committee

The Inspection and Enforcement Committee of the Council of the PSI requested a review of PSI policy in
respect of the conduct of compliance inspections’which to date have been generally operated on an
‘unannounced’ basis®. The basis for the proposal is to provide pharmacy owners and Superintendent
Pharmacists short advance notice that an inspection will be carried out {typically one working day), so that
they may review staffing arrangements at the pharmacy for the day of the inspection and to provide them the
opportunity to ensure that key personnel are present.

In view of the fact that this proposal would constitute a significant change in current policy, the Inspection and
Enforcement Committee has sought a report to be completed on the matter. In particular, the Committee
agreed that the following themes should be addressed in the report:

i Examine national and international best practice for inspections
ii. Consult with key national stakeholders on announced and unannounced pharmacy inspection policy
fii. Conduct a pilot of announced compliance inspections and report on
" any material differences noted between the outcomes of announced and unannounced
inspection, and
= any advantages or disadvantages noted between announced and unannounced inspections,
including a review of costs and resources.

The Inspection and Enforcement Unit of the PSI completed a report accordingly, as set out hereunder:

Section 1: Background

Section 2: Inspection Policy: A Review Of National And International Regulators/Inspection Agencies
Part A: International Pharmacy Regulators and Inspection Policies
Part B: National Regulators/Inspection Agencies and inspection Policy

® For cause compliance inspections (i.e. investigations) are excluded from this review.
¢ Inspection & Enforcement Committee of the PSI Meeting 19/11/2013.
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Part C: PSI Questionnaire on Inspection Policy

Section 3: Announced vs Unannounced Pharmacy Inspections: PS| Pilot Study
Part A: A Comparison Of Inspection Outcomes
Part B: A Comparison Of Resources

Section 4: Stakeholder Comments

Section 5: Conclusion and Recommendations



Section 1: Background

1.1 Principles of Regulation

Regulation may be referred to as sustained and focused control exercised by a public agency/body over
activities that are valued by a community, and in healthcare specifically as any set of influences or rules
exterior to the practice of administration of medical care that imposes rules or behaviour’

Regulation is designed to serve three objectives:
To improve performance and quality
- To provide assurance that core standards are achieved
-~ To provide accountability both for levels of performance and value for money®

Inspection can be defined as a mechanism of ‘external oversight’ where experts make periodic visits to a
regulated organisation in order to assess its performance and accreditation [registration] status”.

1.2 PSI Corporate Strategy 2013-17

The PSI, as the Pharmacy Regulator, acts to protect and promote the health and safety and well-being of
patients and the public. It aims to ensure that pharmacy services are delivered in a competent, professional
and ethical manner and in an appropriate environment, to the highest standards of quality care and best
practice, and well-being of patients and the public®®.

The PSI is obligated under Statute to inspect retail pharmacy businesses to assess compliance with the
Pharmacy Act 2007 and with other pharmacy and medicines legislation and guidelines. The purpose of the
inspection function is to promote good and safe pharmacy practice within retail pharmacy businesses. Under
the Corporate Strategy, the PS! is committed to the delivery of an effective compliance system.

The PSI has set out the following objectives for delivering an effective compliance system in its Corporate

Strategy 2013-17;

- By mid-2015, every community pharmacy will have received one formal inspection
During the period 2013-15, the PSI will continue to refine and develop the system of inspection and
enforcement across all types of pharmacy

- During the period 2015-17, the PSI will develop its quality and risk system for inspecting pharmacies
The PSI will consider the feasibility of introducing a self-assessment for pharmacies, as part of the wider
quality and risk based inspection.

1.3 PSl Inspections
The PSI carries out both announced and unannounced inspections. Registration related inspections are always
announced and non-registration related inspections are unannounced.

” Building a Culture of Patient Safety, Report of the Commission on Patient Safety and Quality Assurance, July
2008, pp.107

® Regulation and quality improvement . A review of the evidence. Sutherland and Leatherman 2006b, London,
The Health Foundation

® Building a Culture of Patient Safety, Report of the Commission on Patient Safety and Quality Assurance, July
2008, pp.107.

19 pg Corporate Strategy 2013-2017, Mission Vision and Values of the PS!
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Registration Related Inspections

Where the PSI conducts an inspection on foot of an application to register11 or to continue to register a retail
pharmacy business, the PS! gives notice of the inspection in writing to the applicant.”? This inspection assesses
compliance with the Regulation of Retail Pharmacy Businesses Regulations 2008 and P$| Guidelines. The
purpose of the notification is to ensure that the proposed pharmacy premises (which is not ordinarily open to
the public} is accessible for inspection and that the relevant personnel are present.

Non- Registration Related Inspections (Compliance Inspections)

The PS! carries out compliance inspections of retail pharmacy businesses to assess compliance with the
Pharmacy Act 2007 and with other pharmacy and medicines legislation and guidelines. The primary objective
of compliance inspections is to promote and ensure high standards of compliance with legislative
requirements, guidelines, best practice requirements and the Code of Conduct for Pharmacists and to assure
the safe delivery of pharmacy services in the public interest.

The average compliance inspection last approximately two hours. As part of a compliance inspection,
Inspectors review a number of legal records including registers and prescriptions. Under law these records
must be present at the pharmacy and readily to hand. These records demonstrate accountability for the safe
management and custody of medicines. Inspectors also review hygiene and medicines storage standards at
the premises. Specific pharmacy personnel e.g. Superintendent, Supervising Pharmacist or Managers are not
required to be present for a pharmacy compliance inspection. The observations made at inspection and any
follow up required actions are communicated in a report which issues after the inspection.

In the interests of transparency and in order to facilitate compliance, the PSI has published a checklist and a
podcast to assist pharmacy owners and pharmacists to prepare for compliance inspections. The checklist and
podcast are available at www.thepsi.ie. The inspection and Enforcement Unit also issue updates in the PSI
newsletters to assist pharmacists in the inspection process.

As part of the PSI’s Corporate Strategy, the Inspection and Enforcement Unit of the PSI is committed to
completing the inspection of every pharmacy in the State by mid-2015. All pharmacy compliance inspections
in the current inspection cycle have been carried out on an unannounced basis, with the exception of those
inspections which were announced as part of the pilot study outlined in Section 3 of this report.

The information obtained following the completion of the 2014 pharmacy inspection cycle will inform risk
based and strategic planning for future pharmacy inspection cycles. The information also informs the PSI
Practice of Pharmacy Development Unit and the targeted development of PSI Guidelines.

! saction 19 of the Pharmacy Act 2007 provides that in any case where the Council considers it appropriate, it
may cause an authorised officer to inspect the premises of a retail pharmacy business in respect of which an
application for registration or continued registration has been made to ascertain if they comply with any
regulations made by the Minister under section 18.

Rule 5 (2)(c) of the Pharmaceutical Society of Ireland (Retail Pharmacy Businesses)(Registration)Rules 2008



Section 2: Inspection Policy Review of National & International Regulators/inspection

Agencies

Part A International Pharmacy Regulators and Inspection Policies
PartB National Regulators and Inspection Policy

Part C PSI Questionnaire on Inspection Policy

Part A: International Pharmacy Regulators and Inspection Policies

To obtain information on international regulatory practices with regard to pharmacy inspections, a selection of
international pharmacy regulators were contacted for information on their inspection policies™. This
information was supported by published information on the various regulatory authorities’ policies. The
review of their inspection policies focused on the use of announced and unannounced inspections.

Responses and information on inspection policy was received from the following regulatory bodies:
» The General Pharmaceutical Council (GPhC}, United Kingdom
*  The Department of Health, Social Services and Public Safety {DHSSPS), Northern Irefand
e The Pharmacy Registration Board of Western Australia
s  The Pharmacy Council of New South Wales, Australia
¢ The Pharmacy Regulation Authority, South Australia
s The Tasmanian Pharmacy Authority, Australia
® Health Care Inspectorate, Ministry of Health, the Netherlands
* The Ontario College of Pharmacists, Canada
e The Alberta College of Pharmacists, Canada

The findings are summarised below:

2.1 The General Pharmaceutical Council {(GPhC), United Kingdom

The General Pharmaceutical Council {GPhC) is the independent regulator for pharmacists, pharmacy
technicians and pharmacy premises in Great Britain. Their core role is to protect, promote and maintain the
health, safety and wellbeing of members of the public by upholding standards and public trust in pharmacy.
The GPhC currently inspect registered pharmacies approximately once every three years.

From November 2013, the GPhC rolled out a prototype of a new inspection approach utilislising a combination
of announced and unannounced inspections. As part of this new approach to inspections, they are moving to
an increasingly risk-based approach where pharmacies which pose greater concerns for patient safety are
inspected more frequently,

Most inspections during the prototype phase are announced. The GPhC notify pharmacies that an inspection
will take place four to six weeks in advance of the inspection, but they do not inform the pharmacy of the date
or time of the inspection nor do they require specific persons to be present. They have stated that they notify
pharmacies primarily to raise awareness of their new inspection model and of the standards they expect
pharmacies to meet. Their inspection aim, insofar as is possible, is to replicate the experience of a patient who

** via a Survey Monkey Questionnaire and/or via telephone or email.

10



attends at a pharmacy. Their expectations are that a pharmacy should meet the standards every day and they
therefore don’t believe they shouid notify a specific date of inspection.

The GPhC are also undertaking testing on the use of unannounced inspections during the prototype phase.
Their early testing has indicated that there is no impact on the outcome of an inspection if it is unannounced.

The GPhC also conduct unannounced inspections when they receive information that a pharmacy may be a
risk to patient safety.

Through consultation with patients and the public, the GPhC state it is clear that the public feei inspections
should be unannounced as this Is how patients and the public experience pharmacies on a day to day basis.
The GPhC have stated that they intend to ultimately move to a position of entirely unannounced inspections.™®

2.2 The Department of Health, Social Services and Public Safety (DHSSPS), Northern Ireland

The Medicines Regulatory Group (MRG) within the Department of Health, Social Services and Public Safety
(DHSSPS) is the entity responsible for inspection and enforcement under all medicines related legislation in
Northern ireland. They inspect many pharmaceutical and healthcare areas, ranging from pharmaceutical
manufacturers to hospitals and medical practices. Their responsibilities include the inspection of community
pharmacies. To this end, they work closely with the Pharmaceutical Society Northern Ireland (PSNI) and can
gather information, conduct investigations, inspect premises and take statements on their behalf. The DHSSPS
inspect new pharmacy premises and these inspections are carried out on an announced basis.

They have indicated that they achieve compliance in community pharmacies through a system of
unannounced inspections, foliow-up visits and investigation and enforcement activities. They received
soundings several years ago, which included feedback from the PSNI’s Law and Ethics committee, which
indicated that the preference was for unannounced compliance inspections. They believe that unannounced

inspections give a more realistic snapshot of how a pharmacy is operatin,c,-.15

2.3 The Pharmacy Board of Australia and their Eight Regional Boards

The Pharmacy Board of Australia works in partnership with the Australian Healthcare Regulation Practitioner
Agency to protect the public and guide the pharmacy profession and its responsibilities include registering
pharmacists, managing complaints and developing standards.

Various state pharmacy boards, councils or pharmacy authorities have pharmacy inspection and other
pharmacy regulation responsibilities. Australia has eight regional boards.*

The PSI received information on the inspection process in four Australian States as set out below:
» The Pharmacy Registration Board of Western Australia
®*  The Pharmacy Council of New South Wales
=  The Pharmacy Regulation Authority, South Australia
# The Tasmanian Pharmacy Authority

* Questionnaire response and GPhC website: http://pharmacyregulation.org/.

1> Questionnaire response, telephone conversation with DHSSPS MRG inspection staff and DHSSPS website:
http://www.dhsspsni.gov.uk.

'8 Pharmacy Board of Australia Website: http://www.pharmacyboard.gov.au.
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Three of these four Australian states carry out unannounced routine compliance inspections. The fourth state
informs pharmacies that they will be inspected within a particular six month time period for most routine
compliance inspections. Further detail is set out below:

A. The Pharmacy Registration Board of Western Australia

The Pharmacy Registration Board of Western Australia oniy conduct unannounced inspections. Their rationale
for conducting unannounced inspections is to ensure pharmacies are compliant at all times rather than just
when notified that an inspection will be occurring. They believe this helps develop a culture of ongoing

compliance.r"

B. The Pharmacy Council of New South Wales

The Pharmacy Council of New South Wales {NSW) conduct a mixture of announced and unannounced
inspections. Announced inspections are conducted in respect of new pharmacy openings, relocations or the
resizing of existing pharmacy premises.

Routine inspections of pharmacles are conducted once every eighteen months and unannounced inspections
are used in this context. Follow up inspections and inspections in relation to complaints are also unannounced.
The Council feels that there is no need to give advance notice for routine inspections.’®

C. The Pharmacy Regulation Authority, South Australia

In South Australia compliance inspections are conducted on a random basis across a three year period to
ascertain the level of adherence to published standards and guidefines. These inspections are announced,
insofar as pharmacies are notified that they may be inspected anytime within a six month period. The exact
time or date of the inspection is not notified in advance. The Authority provides this level of notification to
enhance co-operation between the regulatory authority and pharmacists and pharmacy owners and to
endeavor to ensure the maintenance of the highest level of standards. They feel notification lends itself to the
spirit of cooperation at the initial stages of the process and provides an opportunity for any premises that has
allowed the standards to slip to review and improve their standards prior ta the inspection. They also feel it
allows time for reflection in advance of the visit and reduces the adversarial context of the inspection.

Depending on the level of remedial action required, the Authority may elect to re-inspect a pharmacy.
Unannounced inspections are used in this context. They also conduct unannounced inspections where they
have received information in relation to the practices at a pharmacy. The Council employ unannounced
inspections to ensure they are inspecting a true reflection of the practices at a pharmacy and to ensure that
where there have been previous commitments to improvement that there has been actual rather that

suggested improvement.19

D. The Tasmanian Pharmacy Authority

In Tasmania inspections are only announced for new pharmacy registrations or where there are alterations to
a pharmacy premises. These inspections are notified so that the pharmacist in charge and/or the owners can
be present and can immediately rectify issues and so that the regulator can discuss and educate those in
charge about relevant standards.

Routine pharmacy compliance inspections are conducted on a three year basis and are generally
unannounced. The aim of these inspections is, in the main, to improve standards. They also conduct
unannounced inspections if potential non-compliances have been brought to their attention or if previous

v Questionnaire response
'8 Questionnaire response
® Questionnaire response

12



inspections identified serious issues. They perceive that unannounced inspections are advantageous because
they don’t allow the inspected party to hide or destroy evidence when there is an intentional practice breach.
In addition, where issues have been highlighted at a previous inspection they believe it allows a more accurate
assessment of whether or not these issues had been adequately addressed.”

2.4 Health Care Inspectorate, Ministry of Health, the Netherlands

The Health Care Inspectorate inspects healthcare professionals acting in prescribing, dispensing and
administration of medicine roles, including hospital and community pharmacists and provides oversight in the
area of public health,

The Inspectorate conducts 2 mixture of announced and unannounced inspections. They utilise announced
inspections to determine compliance with the law and if there are risks to patients where there is no previous
evidence of avoidance or malpractice. They provide notification periods of between two and six weeks. The
perceived benefits of announcing inspections are to ensure key personnel, e.g. the responsible pharmacist is
available for the inspection and to prevent inefficiencies. They perceive that where preparation or cover up
before an inspection occurs that this is usually easily recognisable by weli trained and educated inspectors.
Their inspections usually take approximately half a day or four hours.

The Inspectorate sometimes conduct announced inspections with 24 hours’ notice. This notification is
provided to enable important personnel to be available during the inspection. This compromise occurred to
increase the trust of the general public in the objective results of the inspection, while also allowing a leve! of
preplanning.

The Inspectorate also conduct unannounced inspections where they have received information that is of
concern from two or more sources, where previous non-compliances have been identified or where criminal
offences are suspected. One of their motivations for carrying out unannounced inspections is the opinion of
the government that most, if not all, inspections should be unannounced.*

2.5 National Association of Pharmacy Regulatory Authorities (NAPRA), Canada and their Thirteen
Provincial/ Territorial Licensing Bodies.

The NAPRA is a voluntary association of the provincial and territorial pharmacy regulatory bodies in Canada.

The provincial bodies regulate the practice of pharmacy and operation of pharmacies in their respective

jurisdictions and their primary mandate is to protect the public. Pharmacy regulators across Canada have both

the right and responsibility to inspect pharmacies. Canada has thirteen provincial regulatory bodies.?

The PS5l received information on the inspection process from two of these regulatory bodies:
# The Ontario College of Pharmacists
o The Alberta College of Pharmacists.

Both Canadian states carry out unannounced routine or compliance inspections. However, in Ontario they
inform most pharmacies that they will be inspected within a certain six month time period for most routine

compliance inspections. Further detail is set out below:

A. The Ontario College of Pharmacists

% Questionnaire response
* Questionnaire response

22 NAPRA, Canada website: http://napra.ca/pages/home/default.aspx.
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In Ontario, every licensed pharmacy is routinely inspected once every three to five years. Previously they
conducted only unannounced inspections. However, more recently they have engaged with the profession
outlining what the standards expected are and moved the focus from just the physical equipment/ premises
and prescription and narcotic checks {which are still inspected) to best practice expectations. Partial
notification now occurs for routine compliance inspections. Fully announced inspections only occur for new
pharmacy openings.

For routine compliance inspections, the pharmacy is informed that an inspection will occur in the next six
months and is invited to inform them if specific days of the week are more suitable or if the main pharmacist
will be on vacation certain dates. No specific date or time for the inspection is arranged. They believe this
nottfication provides an opportunity for pharmacists to review the operation of the pharmacy and allows the
pharmacist to highlight anything they wish to discuss with the inspector during the visit. Specific inspection
appointments are not made primarily for logistical reasons. Routine inspections in Ontario typically last for
three to six hours. The Ontario College of Pharmacists have indicated that they will be reassessing their need
to make appointments with a move to more practice based inspections as specific and adequate staff may
need to be present for the inspection.

They have different levels of inspections, with routine inspections falling into the above description. Where
previous deficiencies have been identified the inspection level is elevated and parties are not notified of the
inspection. Where serious issues are repeatedly not addressed, the inspection costs are borne by the

inspected pa rty.23

B. The Alberta College of Pharmacists

In Alberta all pharmacy inspections are unannounced. Their rationale is that this allows them to inspect
pharmacies in their natural state rather than after an artificial cleanup operation. It also allows the College to
set realistic expectations for the pharmacy. Another reason inspections are unannounced is to allow the
inspectors to manage their inspection schedule in more efficient manner.?*

A table summarising the findings of the review is included at Appendix 1.

Part B: National Regulators/Inspection Agencies and Inspection Policy

In order to obtain information on national regulatory practices with regard to announced and unannounced
inspections, a selection of national healthcare regulatory bodies were contacted for information on their
inspection policies”. The purpose of the review was to gain an understanding of the inspection approaches
adopted by the various regulators and the reasons for operating announced and/or unannounced inspections
policies. Supporting information was obtained from published information on the various regulatory bodies’
policies™.

The practices of the following regulators were reviewed:
1. The Health Information and Quality Authority {HIQA) Residential Services for Ofder and Dependent
People and for People with Disabilities
2. The Mental Health Commission (MHC)

 Questionnaire response and email correspondence from the former Registrar of the Ontario College of
Pharmacists

** Questionnaire response

% see PSI Questionnaire Section 2 Part C of this report.

*® websites, Policy Documents, Phone call
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3. lIrish Medicines Board {IMB)
4. Departure of Agriculture, Food and Marine

2.6 HIQA - Residential Services for Older and Dependent People and for People with Disabilities

The Health Information and Quality Authority (HIQA) is responsible under law, for regulating the quality of
services provided in designated centres for older and dependent people, children and adults with disabilities.
HIQA registers and inspects residential services in order to protect vulnerable people of all ages who are
receiving residential care services and to ensure that these people are receiving an appropriate standard and
quality of service.

The purpose of HIQA inspections is to monitor compliance with appropriate regulations and standards, to
report on the quality of service and to gather evidence on which to make judgements on the fitness of
registered providers.

HIQA carries out a number of different types of inspection:

a) Registratiori Related Inspections
Registration related inspections are always announced. This is to ensure that relevant personnel and
records are available and to facilitate residents and relatives interacting with inspection staff if they
wish.

b) Non-registration Related Inspections

Non-registration related inspections tend to be unannounced in the main, though HIQA have indicated
that they have started to use announced inspections in an attempt to place increasing emphasis on
the objective of driving improvement as well as monitoring compliance with standard and guidelines.
Inspections and follow up inspections are informed by the provider's level of compliance with
standards and regulations determined on previous inspections. The purpose of these inspections is to
ensure critical elements of care and support are in place, including staffing on a 24/7 basis. These
inspections are also carried out to follow up on previous inspection findings/commitments by
providers and ensure actions have been taken as promised. Unannounced inspections are used by
HIQA to ensure that the reality of the service as experienced by residents is assessed, with no scope
for manipulation of that reality by other parties”’.

c) Investigation
Both announced and unannounced inspections are used in the course of an investigation where there
is concern for patient safety and welfare or where it is believed there is emergent or actual risk.

2.7 Mental Health Commission ireland {MHC)

The Mental Health Commission is an independent statutory body established under the Mental Health Act
2001. The Mental Health Commission maintains a register of approved centres (inpatient psychiatric units) for
the care and treatment of persons suffering from mental iliness or mental disorders. It is responsible for
ensuring that the interests of those involuntarily admitted to approved centres are protected and for
promoting high standards in the delivery of mental health services.

# Reference Survey Comments —Deputy Director of Regulation (Adult Social Care)

15



{a) The Mental Heaith Inspectorate conducts inspections of approved centres to monitor and assess the
compliance of mental health services with the 2001 Act, Rules and Codes of Practice. These statutory
inspections are unannounced and typically last for 1-2 days. This policy position is based on a desire to
be able to review services as they exist and which are not presented as a showpiecezs.

(b} The Mental Health Commission also carries out announced inspections which they also refer to as
‘catchment area meetings’ or ‘national area meetings’. The purpose of these inspections or meetings
is to ascertain a broad overview of mental health services in a particular catchment area or nationally.
They are notified in advanced in order to make sure certain relevant personnel are in attendance to
discuss aspects of the mental health service in particular geographical areas,

2.8 Irish Medicines Board {IMB)

The Irish Medicines Board is responsible for regulating medicines, medical devices and healthcare products as
well as cosmetic products in Ireland. The IMB is also the Competent Authority for the implementation of EU
and national legislation relating to blood and blood components, organ transplantation and also for tissues &
cells*®. The IMB monitors the quality of medicines and medical devices by conducting inspections at sites of
manufacture and distribution of medicines and by random sampling of products both pre and post
authorisation. While this agency has been selected for review in the context of announced and unannounced
inspections because it deals with the regulation of medicinal products in a national context, it should be noted
that the regulation of medicines is a multi-stage process, which is closely monitored and inspected from the
first application to the market, throughout manufacture, production and labelling, storage and distribution. To
this end, there are significant differences between the inspection requirements for pharmaceutical industry
and the delivery of pharmacy services which is subject to a single inspection.

The IMB carries out inspections of, inter alia, the following™:
Manufacturers and wholesalers of medicinal products {Human and Veterinary)
- Marketing Authorisation Holders

The purpose of these inspections is to check compliance with licensing conditions and/or approvals granted
against applicable standards.

(a) The vast majority of the inspections carried out at manufacturing and wholesaling facilities by the IMB
are announced. These Inspections often require:

- Pre-inspection opening meeting with designated personnel.

- Specific persons to be present e.g. the qualified person {(QP).

- Siteffacility tours - which need to take account of health and safety considerations.

- The inspection to be coordinated with site validation schedule in order to accurately assess
facilities’ processes and equipment
The inspected party to have an area designated for paperwork review.

- Closing meeting with management and key personnel to set out a summary of findings and
possible corrective/preventative actions.

These inspections are announced 6 weeks in advance of the inspection date. it is submitted that this
facilitates the best use of time on site and it allows for the preparation of documents which need to
be presented on the first day of the inspection. In addition, notification is considered necessary to

8 Reference Survey Comments —Inspectorate of Mental Health Services
® http://fwww.imb.ie/EN/About-Us.aspx
30 This is net an exhaustive list. Inspections reiating to medicines will be relied on for the purposes of this review
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ensure that there is no clash between inspections being performed by other agencies. In the case of
inspections of facilities outside the state, a letter of invitation from the company is often required to
process visa applications and so these inspections must be announced.

{b) The IMB also carry out unannounced inspections to check the compliance status of a site or company.
Unannounced inspections may be conducted where there is a suspected breach of good practice and
where there is a likelihood that the evidence would be removed if it was known that an inspection
was to take place.

(c) The IMB also carry out inspections of pharmacies under Section 32 of The Irish Medicines Board Act
1995 (as amended). These inspections review traceability requirements for medicines and are
unannounced.

2.9 Departure of Agriculture, Food and Marine
The Department of Agriculture, Food and Marine’s statutory role is to support the Minister for Agriculture in
the formulation and evaluation of policies for Agriculture, Fisheries, Food, Forestry and the Rural Environment.

The Department of Agriculture, Food and Marine is responsible, inter alia, for the regulation of agriculture,
fisheries and food industries through national and EU legislation. It is aiso responsible for monitoring and
controlling animal and plant health and animal welfare. Officials conduct inspections of veterinary
practitioners, farmers and keepers of animals, licensed merchants (retailers), pharmacies (engaged in the sale
and supply of veterinary medicines), wholesalers of veterinary medicines and compound feed manufacturers
of both medicated and non-medicated foodstuffs to assess compliance with legislation® and approved
standards™.

The Department conducts a combination of both announced and unannounced inspections.

(a) Announced inspections are carried in circumstances where a facility applies for a wholesale licence,
licenced merchant’s licence (retail licence for sale and supply of veterinary medicines), internet
licence or manufacture of medicated feed licence. Parties are notified in advance to ensure that the
relevant personnel are present in order to enable relevant personnel to be present and to enable the
officials carrying out the inspection to inform the applicant of relevant conditions which must be
satisfied in order to get licence approval.

{b) The Department carries out unannounced inspections to detect any non-compliance with licence
conditions of breaches of legislation. Parties do not receive advance notice of these inspections so
that operating practices cannot be visibly altered and non-compliances or breaches covered up such
that they are not readily obvious at the point of the inspection.

i European Communities {Animal Remedies){No.2) Regulations 2007 as amended, transposed from Directive 2001/82 and Medicated
Feed Directive 90/167EEC-S| 176 of 1994.
3 http://www.agriculture.gov.ie/aboutus/aboutthedepartment/
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Part C:PSI Questionnaire on Inspection Policy

2.10 Analysis

In order to gain an insight into national and international inspection policies, a questionnaire was circulated to
approximately thirty two national and international regulators. The purpose of the questionnaire was to gain
an understanding of the inspection approaches (i.e. announced or unannounced) adopted by various

Regulators.

The questionnaire was circulated to the following Irish Regulators who have inspection functions in the State:

Health Service Executive {HSE)

Health and Information Quality Authority (HIQA)
Irish Medicines Board (IMB)

Mental Health Commission {MCH)

Veterinary Council

Radiological Protection Institute of Ireland (RPII)
Environmental Health Assoclation of Ireland
Health and Safety Authority (HSA)
Environmental Protection Agency (EPA)
Department of Agriculture Food and the Marine
Department of Social Protection

National Employment Rights Agency (NERA)

The questionnaire was also circulated amongst the following international regulators who carry out

inspections of pharmacies:

General Pharmaceutical Council of Great Britain

Health Care Inspectorate Netherlands

Italian Medicines Agency

Austrafian Pharmacy Council - Pharmacy Regulation Authority SA {PRASA), Pharmacy Regulation
Board of Western Australia, Pharmacy Council of New South Wales & Tasmanian Pharmacy Authority
Alberta College of Pharmacists

Ontario College of Pharmacists

Care Quality Commission UK

Department of Health Social Services & Public Safety Northern Jreland

DG inspection/Dispensing Division - Belgium

Finnish Medicines Agency

Norwegian Medicines Agency

National Authority of Medicines and Health Products - Portugal

Spanish Agency for Medicines and Health Products

Pharmacy Council of New Zealand

National Association of Boards of Pharmacy USA

Department of Health and Human Services, USA
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2.11 Methodology
a) The organisations were sent an email inviting them to complete the PSI Inspection Policy
Questionnaire®.
b) 19 Regulators had responded to the questionnaire at the time this report was completed. The
responses received are available at Appendix 2,

2.12 Findings
a) A table summarising questionnaire responses is available at Appendix 3.

b) Recurring comments in relation to the benefits of announced inspections from respondents include:
* 11 respondents said that inspections were announced to allow important or relevant people
to be present for the inspection
s 7 respondents said that announced inspections ensured documentation was readily available
for review
® 4 respondents indicated that announced inspections increased efficiency for the inspected

party

¢) Recurring comments in relations to the benefits of unannounced inspections from respondents
include:

¢ 8 respondents confirmed that unannounced inspections provide a realistic picture or an
accurate snapshot of daily practices

* 6 said unannounced inspections assist in achieving on-going and continuous compliance

* 6 respondents use unannounced inspections to follow up on the previous inspection’s
findings

® 3 respondents said that unannounced inspections were a better use of resources and
inspectors’ time

* The guestionnaire was hosted by SurveyMonkey: an online survey development company which allows
organisations and individuals to develop surveys which can be completed online by respondents.
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Section 3: Announced vs Unannounced ?harmang-'rnsnazﬁbn_!:'.ﬂlrm_l_htfﬁjﬂﬁﬁ

Part A:

Part B:

A Comparison Of Inspection Qutcomes

A Comparison Of Resources

Part A: A Comparison Of Inspection Qutcomes

A pilot

study was initiated to investigate whether the provision of 24 hours advance notice of inspections

would impact the outcomes observed at inspection and thereby provide an inaccurate reflection of the level of
a pharmacy’s compliance with pharmacy and medicines legislation.

3.1 Methodology

(a)

(b)

{c)

(d)

(e)

40 announced inspections were carried out by authorised officers over the months of December 2013
and January 2014,

Superintendent Pharmacists were provided 24 hours advance notice of the inspection in each case.
The opportunity to defer the inspection was not afforded.

Authorised Officers carried out the inspection according to current inspection criteria and entered
details of the outcomes of the inspection in the PSIs Case Management System {CMS).

Authorised Officers noted whether changes to staff rotas or additional staff were employed,
subsequent to the announcement of the inspection.

The level of non-compliant outcomes from announced inspections conducted in December 2013 and
January 2014 were compared with non-compliant outcomes from unannounced inspections conducted
in 2013. As the number of announced and unannounced inspections was not equal, the levels of non-
compliances were stated as percentages for comparison purposes.

3.2 Comparison

1) Inspection Outcomes

a) When comparing the level of non-compliance between the announced and unannounced inspections,
significant improvements were noted in the following areas:
¢ The display of the Certificate of Registration for the Supervising Pharmacist improved by 13%
* The completion of all entries in the Duty Register for the previous 2 months improved by 17%
® Entries in Duty Register being maintained contemporaneously improved by 9%
¢ The completion of entries in errorfincident logs improved by 15%
® The cleanliness of the dispensary improved by 7%
® The appropriate labelling of medicinal products which had been removed from their original

packaging improved by 14%

® The storage of all Schedule 2 & 3 Controlled Drugs in the CD Safe improved by 8%
®  The endorsing of prescriptions improved by 9%.

b) In all other areas inspected, there were no significant differences™ in the levels of non-compliances

noted.

* Differences less than 6% were deemed not significant
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c)

It was not possible to complete a comparison of the levels of non-compliances in the areas of nursing
home supply or the supply of veterinary medicines as the numbers of pharmacies providing these
services on announced inspections was too small to provide a meaningful comparison. *

Details of the inspection outcomes comparison are set out in Appendix 4,

2)

a)

b)

Inspection Staffing Arrangements

29/40 pharmacies {73%) in which announced inspections were carried out made no changes to
staffing arrangements in preparation for the inspection.

In the 11 pharmacies where staffing arrangements were changed, the following changes were noted:

Superintendent Pharmacist attended inspection

Supervising Pharmacist changed hours to attend inspection

Pharmacist started work early

MMM WD

Extra Pharmacist scheduled

Part B: A Comparison Of Resources

The implementation of announced and unannounced inspection policies differ in their use of resources
including staff time and expenses. The PSI carried out an analysis of the resources required to conduct a
sample month of unannounced inspections in 2013 and the projected resources which would be required to
conduct the same sample month of inspections on an announced basis.

3.3 Background

(a})

(b)

(c}

The average compliance inspection lasts 1.5 — 2 hours. Typically an inspector would carry out three
unannounced compliance inspections in the working day. However, in circumstances where
compliance inspections may exceed the 2 hour timeframe, an inspector may be unable to complete
all three inspections. Therefore in circumstances where inspections are to be announced, a maximum
of two compliance inspections can be scheduled per day, in order for the inspector to guarantee
attendance at the pharmacy and to allow for any additional time which may be required. This has an
impact on scheduling and the resource of inspectors’ time.

When carrying out compliance inspections, inspectors claim expenses for subsistence, mileage and
overnight accommodation, as applicable. Reimbursement rates are set out at Appendix 5.

The 2014 Service Plan for the PSls Inspection & Enforcement (I & E) Unit outlines the operational
objectives for 2014.The Service Plan forecasts 450 compliance inspections to be carried out in 2014,
along with other inspections and additional functions carried out by staff of the I&E Unit as follows:

® 200 follow up inspections

= 75 new opening / new registration inspections

= 35 investigation cases

*  Management of 50 concerns referred to I&E from Fitness to Practice and Legal Affairs, and

members of the public
=  Management of 10 prosecutions files
»  Management of 10 complaints files

. Only 10 pharmacies inspected in the pilot study engaged in the provision of services to patients in nursing
homes. Only 6 pharmacies inspected in the pilot engaged in the sale and supply of animal remedies.
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The inspection objectives outlined above are based on the assumption of an unannounced inspection
policy, and approximately three systems inspections being carried out per inspector, per day out of
the office canducting inspections.

3.4 Methodology
(a) August 2013 was selected as the sample month of inspections for review. 45 unannounced
compliance inspections were carried out by five inspectors of the PS| during this month. The
inspections were carried out in counties: Meath, Kilkenny, Wicklow, Galway, Leitrim, Kerry and Cork.
This was considered representative of an average inspection month in the context of distances
travelled.

(b} The inspection resources (mileage, subsistence, inspectors time/scheduling) required for this month
were noted.

(c) The inspection resources (mileage, subsistence, inspectors time/scheduling) for the same month,
assuming that the same pharmacies were inspected by the same number of inspectors, but that the
inspections were carried out on an announced basis (2 inspections per day) were determined.

{d) A comparison of resources was carried out.

3.5 Comparison
A detailed comparison is included in Appendix 6

A summary table of findings is included below:

Compliance Inspections: August 2013

Unannounced Announced Difference
Number of Inspections | 45 45 n/a
Inspection Days 17 25 + 8 days
Mileage 2730km 3707km +977km
Overnights 2 6 +4 nights
3.6 Findings

The comparison indicates the following implications on PSI resources;

a)

b)

There would be an increased cost to the PS| for travel and subsistence expenses due to increased
mileage and increased overnight stays associated with an announced inspection policy. For
August 2013, this increased cost relates to:

- An additional 977km travel expenses (estimated cost of €594.7935).
Four additional overnight accommodation/subsistence expenses (estimated cost of
€435.96")

The impact of increased travel and inspection scheduling requirements resuits in an estimated
additional 8 days per month being required to carry out the same number of inspections using an
unannounced inspection policy.

% Based on mileage expenses of 60.88 cent per kilometre
% Based on overnight detention rate of €108.99
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c)

The projected increased demand on inspector’s time, resulting from increased travel times may
lead to reduced efficiencies and may impact the ability of the Inspection and Enforcement team
to meet targets set out in the Service Plan 2014.

2014 Service Plan
Announced Un-announced

Pharmacy Systems 450 450
inspections
Systems Inspections 2 3
per ‘Inspection Day’
Pharmacy Systems 225 days 150 days
‘Inspection Days’

Increased administrative costs were associated with an announced inspection policy. An
estimated period of approximately 3 hours was spent notifying 40 inspected parties of their
upcoming announced inspection in January 2014 as part of a pilot operation carried out by the
PSl. Each party received an email from the PS| and a telephone call as part of this notification
process.
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Section4:  Stakeholder Comments

The PSI consulted with a number of key stakeholders in relation to the proposed change in PSI inspection
policy. The consultation was targeted and the following stakeholders were contacted for submissions on the
matter by way of letter dated 23™ December 2013% :

Department of Health

Irish Pharmacy Union

Irish Patients Association

Patient Focus

Health Information Quality Authority
Mental Health Commission

Health Services Executive

Irish Medicines Board

Hospital Patient’s Association of Ireland

RN E e W R

The PSl received a submission from 6 of the 9 of the stakeholders contacted.®®

The main themes identified in the submissions are presented below.

4.1 Department of Health
The Department of Health's statutory role is to support the Minister for Health in the formulation and
evaluation of policies for the health services. The PSI has a reporting relationship to the Department of Health.

The Department of Health does not support the conduct of unannounced inspections.

The Department maintains that patient safety and public protection demand that a high level of standard is
maintained at all times in pharmacies, as in other services, and that this is best regulated within the confines of
unannounced inspections. They note that unannounced inspections are standard practice in other standard
service areas and this should be replicated in the pharmacy sector.

4.2 Irish Pharmacy Union (IPU)
The IPU is the representative and professional body for community pharmacists.

The IPU welcomes and strongly supports the proposal that pharmacy owners would receive advance notice of
these inspections. It states that the current system of unannounced inspections means that, in many cases,
there is a risk to patient safety associated with a busy pharmacist’s attention being taken away from their
professional duties as they attempt to produce various documents and policies following the unexpected
appearance of the inspector. The IPU submits that a single day’s notice falls short of what would be reasonably
required to change staff rosters and other arrangements. It is suggested that one week’s notice might be more
appropriate.

4.3 Irish Patients Association (IPA)
The IPA is an independent, voluntary patient advocate organisation.

The IPA is not in favour of having unannounced visits for routine inspections as there is a perception that
announced inspections weakens the regulatory process insofar as an opportunity can be created or perceived

#A copy of the letter is included in Appendix 7
* A copy of the responses is included in Appendix 8
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to be created whereby a facility gets valuable time to better present their position. Notwithstanding this the
IPA suggests that there might be a case for announced inspection visits with supporting criteria (e.g. clear
previous audit etc.) However, they caution that where it might be an option to carry out inspections on this
basis, it would be necessary to have governance safeguards in place to ensure that it does not become the
norm to suit business needs and not regulator governance.

4.4 Patient Focus
Patient Focus is a national patient advocacy organisation.

It is Patient Focus’ strong view that unannounced inspections provide safeguards for patients and the general
public in a way that announced inspections cannot. The response cautions that the change in practice
envisaged by the PSls proposal would weaken the ability of the PSI to provide the necessary safeguards
required to protect patients and indeed the general public. It suggests that the proposed change in policy
could also lead to a lessening of the trust now enjoyed by the PSI in the performance of their compliance
functions and indeed in the perception of the accountability of pharmacists. Notwithstanding this, the letter
also states that perhaps an appropriate solution may be the use of both announced and unannounced
inspections.

4.5 Health Information and Quality Authority (HIQA)
HIQA are an independent authority responsible for driving quality, safety and accountability, inter alia, in
residential services for children, older people and people with disabilities in Ireland.

HIQA have started to conduct announced inspections in their ongoing post registration work. They state that
that they are placing increased emphasis on the objective of driving improvement within health and social care
services as well as maonitoring compliance with standards and regulations. They note that announced
inspections of some services enables greater access to information in terms of governance and safety systems
that may not be available through an unannounced inspection. However, they recognise that a universal
application of announced inspections in what is a key service user/patient safety issue, might damage public
confidence in the existing system. HIQA also notes that moving to a 24 hour notice period for inspections may
address issues such as staffing levels/arrangements, but could be viewed as introducing an opportunity to
enable the provider to introduce a “temporary fix” to enable an assessment of compliance. They raise concern
that such a system would need to be underpinned by a very robust system of ongoing risk assessment,
informed by intelligence on how an operator is conducting their business, enabling the use of any such
information as evidence in any enforcement or conduct proceedings. In this instance, HIQA suggests that the
any change in the PSI’s inspection policy should not include universal application of announced inspections.

4.6 Mental Health Commission (MHC)
The Mental Health Commission is an independent statutory body responsible for regulating and monitoring
mental health services.

The Mental Health Commission note that unannounced inspections are perceived as best practice and
generally provide a better insight than announced inspections (from a societal and political perspective). The
Commission notes that from a practical perspective, the announcement of an inspection can be useful, in that
files, other documents and relevant personnel are readily available. The Commission also note that a
combination of announced and unannounced inspections may provide a good overall view. it is suggested that
an announced inspection followed by an unannounced inspection, if deemed appropriate may also be worthy
of consideration.
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Section 5: Conclusion & Recommendations

5.1 Conclusion

The PSt is responsible under the Pharmacy Act for the regulation of pharmacists and pharmacies and the
supervision of compliance with the Pharmacy Act 2007 and instruments made thereunder. It carries out these
functions “having regard to the need to protect, maintain and promote the health and safety of the public”.
One of the principal mechanisms the PSI has to achieve this function Is through the inspection retail pharmacy
businesses. Since the commencement of Part 7 of the Act, which sets out the inspection and investigation
powers of the PSI, pharmacy compliance inspections have generally been conducted on an unannounced basis.

The principal reasons for unannounced inspections are:

® To provide assurance to the public that the regulatory system for pharmacists and pharmacies is
robust and acts in the best interests of patients and the public.

¢ To obtain an accurate assessment of the management of the pharmacy and its compliance with
pharmacy and medicines legislation, on a day to day basis, as experienced by patients.

The PSI reviewed international best practice in regard to the conduct of announced and unannounced
pharmacy inspections. The findings of this review shows that the majority of international pharmacy regulators
favour an unannounced inspection madel, insofar as compliance inspections are concerned, because they are
perceived to provide a true and accurate representation of the manner in which the pharmacy is operated on
a day to day basis. While certain regulators provide advance notice of compliance inspections to pharmacies,
it is noteworthy that in the majority of these cases {2/3} the exact date of the inspection is not notified to the
inspected party. The review of international pharmacy regulators in this report indicates that the PSIs current
unannounced inspection model is in keeping with the majority of international regulatory pharmacy practices
reviewed.

The PSI reviewed national practice in regard to the conduct of announced and unannounced inspections. The
findings of this review show that other national healthcare regulators/agencies generally support the use of
unannounced compliance inspections because they represent a clearer insight into the reality of the service as
experienced by residents/patients. One healthcare regulator noted that they have started to use a
combination of announced and unannounced inspections to achieve their objective of driving improvement
within health and social care services as well as monitoring compliance with standards and regulations.
Announced inspections tend to be favoured in pharmaceutical industry to ensure that relevant personnel are
present and that certain documentation and facilities are available/accessible for review. The review of
national inspection policy regulators in this report indicates that the PSls current unannounced inspection
model is generally consistent with national inspection policy.

The pilot study conducted by the Inspection and Enforcement Unit of the PSI, comprising 40 announced
inspections, provided data which showed marginal change in the compliance results between announced and
unannounced inspection types. This suggests that pharmacy practices were generally consistent irrespective
of whether the inspection was announced or unannounced. Significant improvements in compliance
outcomes in the completion of the duty register, error records and labelling of medicines which had been
removed from their primary packaging. Few pharmacies availed of the 24 hour notice period to change
staffing arrangements at the pharmacy for the purposes of the inspection.

The PS| carried out an analysis of the resources required to conduct a sample month of unannounced
inspections in 2013 and the projected resources which would be required to conduct the same sample month
of inspections on an announced basis. The findings indicate that the adoption of an announced inspection
policy is expected to result in an increase in costs to the organisation due to increased administration, travel
and subsistence expenditure and travel time. This may impact on the ability of the PSI to reach the Service
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Plan 2014 targets of 450 compliance inspections by year end. The increased costs and increased demand on
inspectors’ time must be weighed against the objectives sought from an announced inspection policy.

The PSI consulted with a number of key stakeholders in relation to the proposed change in PS| inspection
policy to seek their considered views on the proposal. The responses received strongly support the conduct of
unannounced compliance inspections. A number of respondents indicated that a combination of announced
and unannounced inspections may also be appropriate. Some respondents considerannounced inspections
may only be appropriate in certain limited circumstances e.g. following the successful completion of
unannounced inspections and/or in cases where a clear previous audit has taken place, however, they
cautioned against the use of announced inspections in circumstances where patient safety issues have been
identified. One stakeholder welcomed the proposal of announced inspections stating that the current
unannounced inspection model poses a risk to patient safety as a pharmacist’s attention is drawn away from
professional duties in order to procure documents for the inspector. It is noteworthy that the strong view and
policy of the Department of Health favours unannounced inspections in the pharmacy sector and other areas
of health.

5.2 Recommendations

The PSI believes that the current inspection policy, whereby compliance inspections are not announced to
inspected parties in advance, is generally consistent with national inspection practices, international pharmacy
inspection practices and stakeholder opinion. The PSIs unannounced inspection policy is also consistent with
the policy of the Department of Health, with whom the PSI have a direct reporting relationship.

The first inspection cycle of all pharmacy inspections in the State is due for completion by mid-2015 at which
point the PSI will have, for the first time under the Pharmacy Act 2007, established a compliance baseline.
Having established that baseline, the PSI is committed to using that information to refine and develop the
inspection and enforcement policy for the period 2015-17. In the context of future strategy, the PSI is
committed to considering the feasibility of all compliance tools and potential approaches which may be
appropriate to assure patient safety and which can efficiently achieve the best compliance standards in the
pharmacy sector. This may include the potential use of self-assessment, risk based approaches to inspection, a
change to practice focused inspections, and/or Superintendent Pharmacist led self-audit. There may also be
circumstances where the utilisation of announced compliance inspections may be appropriate e.g. in cases of
good and consistent audit history etc.

However, until such time as the inspection strategy is further informed or defined, and/or greater information
from tools such as self-assessment or future inspection cycles has been gathered, the Executive would caution
against any commitment to an announced inspection policy for compliance inspections.

The Executive of the PSI recommends the following:

1. To continue to develop a quality and risk system for inspecting pharmacies in collaboration with
stakeholders:
e inline with evolving good regufatory practices and the needs of patients and the pharmacy sector
e having regard to the various inspection tools/and baseline information available.

2. To re-visit the potential for the use of announced compliance inspections in future strategy

developments and in response to improving compliance standards and audit practices within the
pharmacy sector.

27



3. To maintain the current unannounced inspection policy, in keeping with the existing PSI Corporate
Strategy and international and national practices.
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Signed

/Q{Q&ﬁ}t ML 22 . 14

Ms Marita Kinsella B.5c. (Pharm), B.L., M.P.S.I Date
Registrar of The Pharmaceutical Society of Ireland
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*Please note, you cannot press ‘the back arrow’ on your browser at any time during the survey. If you wish to
go back to make any changes fo your responses, use the ‘previous’ button at the bottom of the page.

1. Name of Organisation

2. Who do you inspect?

~1

3. What is the legislative authority which permits the organisation to conduct

inspections?

4. Do you publish inspection reports?

Page 1



rctions do you carry out?
O Mixture of announced and unannounced inspections
O Announced inspections only

O Unannounced inspections only

Page 2




F

Please complete this section if you carry out BGTH announced and unanni

1. Announced Inspections

Please provide a brief description of the purpose of the ar

2. What notification period is provided to the inspected pai

3. How long does a typical inspection last?

Page 3




PSI Questionnaire on Inspection Policy
4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons
need to be present for the inspection, duration etc.)

Cw

5. What are the perceived benefits of notifying parties in advance of these inspections?

| =

6. Unannounced Inspections

Please provide a brief description of the purpose of the unannounced inspections.

-~

7. How long does a typical inspection last?

¥y

Page 4



PS! Questionnaire on Inspection Polic?y

8. Why are parties not notified of the inspection? (Please list reasons)

Page &



pd

Please complete this section if you carry out announced inspections only.

1. Please provide a brief description of the purpose of the annouced inspections

T a

2. How long does a typical inspection last?

-

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons
need to be present for the inspection, duration etc.)

4. What are the perceived benefits of notifying parties in advance of these inspections?

5
-

Page 6



F

complete this section if you carry out unannounced inspections only.

1. Please provide a brief description of the purpose of the inspection

2. How long does a typical inspection last?

3. Why are parties not notified of the inspection? (Please list reasons)

4

involved?

4. What are the perceived benefits of carrying out un-notified inspections for parties

-~
-

Page 7




Iditional comments below.




o _

1. Questionnaire completed by:

2. Position:

3. Contact Details (phone and email):

Page
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View Summary
Browse Responses
Filter Responses
Crosstab Responses
Download Responses

Share Responses

https:#www.surveymonkey.netMySurvey._ResponsesDetail. aspx?sm=VbB7KIONovx3J5E]jybVPe% 2bH8D ADVGY 727y ay84T d%2Bh19GEPTAYLLZUQ%2. ..

SurveyMionkey - Survey Resuits

- .
Design Survey Collect Responses J Analyze Results |

Dafault Report ¥

Diaplaying 1 of 24 respondents

Rasponse Type: Collgctor:
Normal Response Waeb Link
{Web Link)
Custom Value: IP Address:
smply 193.176.225.14
Response Started: Response Modified:
Tuesday, Januvary 7, 2014 4:45:08 AM Tuesday, January 7, 2014 5:468:12 AM

1. Name of Organisation

Heaslth Care Inspecturale (onhe Nethariands) a separate admlnlstraﬂva unltofthe Mlmsu-yof Health

2. Who do you inspect?
Pharmacists, dlspenslng GP's in rural area's, hospltai pharmaclsls ather healthcare pmfesalunals acting in
medlcaﬁon prescnblng, dlspensmg and adrnlnistraﬂun

3. What is the legislative authority which permits the organisation to conduct inspections?

In dasoandlng order the main element oﬂhe legislative structure: the Health Jaw, the Genlral Mmlmsh‘ah\ﬂ Law act,
the Qualltylaw for heal!hcare establlshmenls the Iaw forlndmdual Hsalthcara Prachtionars the Medfclnes law.

4, Do you publush |nspection reporis?

Yes butthare are axr:ephons Invssugauuns concerning sexual harassment are usually hot published, Reports of
individual healthcare practioners are published only if repaated inspection resuMts are sub standard. The publication
process is ruled by a law on free acces to governmental/adminis trative informatien, the Wet Openbaarheid Bestuur.
An internal section 15 dedicated to manage the publicalion proces, i.a. to prevent unneccessary disclosure of personal
data and certain sensitive company info. Stakeheldars are informed before publication and allowed to file a farmal
objection atthe level of the Minisiry and subsequently o issue a courl emplaint, if wanted,

1. What types of Inspections do you carry out?

Mlxture of announced and unannouncad |nspectlons

1. Anhounced Inspections

Please provide a brief description of the purpose of the annouced inspections

To determme ifthere is compllance to law and Dther ralavant regulatrons to detect potenhai nsk tn crﬁzenslpahen&

2. What notification period Is provided to the inspected parties?

Thers is no ﬁned penod ltis ususl[ybetween cne and sixweeks.

3. How long does a typical Inspection last?

Halfa working day(d hours).

4. Why are parties notified of the inspection? (Please lisf reasons e.g. specific persons need to be
present for the Inspection, duration etc.)
Presenoelavallablllty oflhe lega!lyresponmble pharmaclst physician, nurse, qualltyofﬁcla: Efﬁclencyoflhe visit, e.g.
documentation athand, scheduled round etc. Possibilityto speak the board of direclorsicommis sioners. No pravious
signals of avoidance/malpractice. In most cases preparation/cover-up before inspactionis not very effectve. This form
of Inspection-bias is ususally recognisable and of llttle effect to tha visit outcomes, butonlyif well trained and
professmnallyeducahed Inspectors are avarlable

5. What are the perceived benefits of notifying parties In advance of these inspections?
Especially physicians and nurses have difficulties in freeing dma In dally patient care schedules during unannounced o
visits, Other key professionals are regularly not avallable {parttime work, holldays, extemal meetings, continuing
educallan paremal Ieava e!c) Annnunclng the visit avaids this klnd oflnefﬁclencles
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1/21/2014 Suneyonkey - Survey Results
6. Unannounced Inspections

Please provlde a brief description of the purpose of the unannounced inspections.

In general not vary dlﬁerenl Signals from 2 dlfferant sources and.fnr of repated non-compliance or subs!andard
performance may be an imporiant reasch. Supposed criminai offonces: instead of the Inspection team an intervention

team is | Iad bythe puhllc prnsecuﬂoner |nspactors assrsr_

7. How long does a typical inspection last?

Same as 3 unless problems are encountered, whlch is notregular bul more fraquentin these cases,. There is also a
fendencyto have less qualified inspectors carry out several very short {1 hour max) monitoring visits a day, filling in
elactronic forms on a tablet. This approach seems to work in assassing compliancs to e.g. genaral hygiene.

8. Why are parties not notified of the inspectlen? (Please list reasons)

Somelimes there is a known history of problems and non-compliance which motivates the ingpectorinspection team
o make a visit unannounced, Important alsoe is the political commifment of the Minlster to the wish of Parllament to
carry out if not all, most inspection visists unannounced. In practice this can be realised with larger organisations
(wlth large staff and sometimes separate guality departments) such as hospitals but is not practical for an Individual

GP.

1. Please prowde a brief descrlptlon of the purpose of the annouced |nspectfons

No Rr."pons‘_

2. How long does a typical inspection last?

No Response

3. Why are partles notified of tha inspection? (Please list reasons e.g. specific persons need to be
present for the Inspectlon, duration etc. )

N.o Responw

4, What are the percelved benefits of notlfyfng partles in advance of these mspections?

No Rezponse

1. Please provide a briaf description of the purpose of the Inspection

No Rasponse

2. How long does a typlcal inspection last?

No Respon<e

3. Why are parties not notified of the inspection? (Please list reasons)

No Response

4. What are the perceived benefits of carrying out un-notified Inspections for parties
involved?

No Rasponse

1. Please enter any additional comments befow.

We currently work many imes with semi-unannounced visits: pharmacies are Informed max. 24 hrs. beforo, which
enables them to have the important people available during the visit. This compromise was made 1o increasa the
level of trust of the general public in objective resuits of our inspection visits, while mainkining a warkable planning
and travel in practice.

hitps:/Awww.surveymonkey.netMySurvey_ResponsesDetail. aspx?sm=VbB7K3ONov8JSEjybVPe%2bHBDADVGY 7272484 Td%2MBh 19GEP7TAYLLZuG%21. ..
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View Summary
Browse Responses
Fiiter Responses
Crosstab Rosponses
Download Respenses

Share Responses

https:/Aww.surveymonkey.netMySurvey ResponsesDetail. aspx?sm=VbB7K3ONov>3JSEjybvPe%2bHBD ADVG Y7Z27gay84 T d%2/Bh 10GEP7AYLLzuQ %218, ..
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SurveyMonkey - Survey Results

-y
Deslgn Sumey Collect Raasponses Analyze Results ]

Default Report ¥

Displaying 2 of 24 respondents

Respanse Type: Collector;
Normal Response Web Link
{Web Link)
Custom Value: IP Address:
emply 89.101.136.129
Response Started: Response Modifiad:
Tuesday, January 7, 2014 6:04:10 AM Tuesday, January7, 2014 6:24:38 AM

1. Name of Organisation

Iush Medicmes Board

2. Who do you inspact?
Manufacturers and wholesalers of medicinal products (human & veterinary) Medical device manufacturers and
authotised representatives Tissue & Celis establishments Blood establishments Organ establishments Marketing
Authorisation holders offices Gifices where pharmacovigilance activities are undertaken Sites where clinical iials are
undertaken

3. What is the legislative authority which permits the organisation to conduct inspections?

IMB Act and Bill National legistation that transposed Directive 2001/82 and 2001/83, as amended relating to
medicines National legislation that ransposed EU Directives relating to quality and safety of Blood, Tissues & Cells
and Organs

4. Do you publlsh inspection reports?

No

1. What types of Inspections do you carry out?

Mixure of announcad and unannounced inspections

1. Announced Inspections

Please provide a briaf description of the purpose of the annouced inspections
The vast majority of IMB inspections are announced. The purpose of the ins pections would be to check compliance
with licensing conditions and/or approwals granted against the applicable standards Inspections are consider as
elther routine or non-routine

2. What notiflcation perlod is providad fo the Inspected partles?

Generallysnxweeks notlce Is glven

3. How long does a typical inspection last?
This varies from 2 hours for a small wholesaler who supplies the grocery trade to 5 days w:m a team oflnspect;)rs for
a large manufecturer

4. Why are partles notified of the Inspection? (Please list reasons e.g. specific persons need to be
present for the inspection, duration etc.}

So that specific persons are present for the course fo the inspection e.g. QP To ensure that thers is no clash between
inspections being performed by other agencies In the case of foreign inspections a lettsr of invitation from the
company is often required to process visa applications In the case of forelgn ins pections up front payment of fiights Is

5. What are the perceived benefits of notifying parties in advance of these inspections?

Bestuse oftime on site Site can prepare for the inspection and have documents readyfor review on the first day For
non-routine inspection the correct iming is In some cases eritical in order to see a qualifed process / equipment so
lnspecﬁon is allgned to site valldahon schedule
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SureyMaonkey- Survey Results
6. Unannounced Inspections

Please provide a brief description of the purpose of the unannounced inspections.

Unannounoed Inspecﬁons may be conducted te check the compliance status ofa SIta or company

7. How Iong does a typical inspection last?

An unannounced Inspeclion weuld be qune focussed and would generallybe ofshort duralmn 1 day

B. Why are partles not notified of the lnspectlon? {Please list reasons)

Unannounced mspecﬂnns may be condumed where there Is a suspected breach ufgood prachc:e and mere isa
likelihood that the evMdence would be removed If it was known that an inspection was to take place.

1. Please provide a brief description of the purpose of the annouced inspections

Mo Responce

2. How long does a typlcal inspection last?

No Respense

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be

present for the mspectlan duration etc.)

No Respense

4. What are the percelved beneflts of natlfylng parties in advance of these Inspectlons?

No Response

1. Please provide a brief description of the purpose of the inspection

No Response

2. How Iong does a typlcal mspectlon last?

No Flesponse

3. Why are parties not notified of the inspection? (Please list reasons)

‘NoResponse

4. What are the perceived benefits of carrying out un-notified inspections for parties
involved?

Ne Response

1. Please enter any addltional comments below.

'Unannounoed' may also be ueed tn descnbe shorﬂ announc.ed Inspecuon where one da}s nouce or Iess Is grvan

23
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View Summary
Browse Responses
Filter Responses
Crossiab Responses
Download Responses

Share Responses

SurveyMonkey - Survey Results

Default Report ¥

Displaying 4 of 24 respondents

Response Type:
Normal Response

Custem Value:

emply

Response Started:

Tuesday, January 7, 2014 6:30:34 AM

1. Name of Organisation

Ontario College of Pharmacists

2. Whe do you inspect?

Gommunity Pharmacias

Design Survey  Collect Responses

Collector:

Web Link

(Web Link)

IP Address:
67.211.118.137

Response Modified:
Tuesday, January 7, 2014 6:48:43 AM

" Anaiyze Results

3. What is the legislative authority which permits the organisation to conduct inspections?

Drug and Pharmacies Regulation Act

4. Do you publish inspection reports?

Justresults; Pass Pass with Conditions Fail Please see;

hitp/iwww.ocpinfo.comiclientiocpiOCPHome. nsfiwebiAbout+Public+Register#Posting

1. What types of Inspections do you carry out?

Mixture of anncunced and ¥nannouncad ins pactions

1. Announced Inspections

Please provide a brief description of the

Announced currently are only for new store opanings,

2. What notiflcatlon periad is provided to

For new openings, the fime of ins pection is determined based on opening date requested, The ingpector arranges &

mutually convenient ime with the pharmacy. For all other inspections, a Prior Notice Letigr is sent to the pharmacy

purpose of the annouced Inspections

the inspected parties?

noiifying them thal an inspector will be vsiting within the next & months, They are invited to contact the inspecar If

there are specific days of the week that would work betier or If they plan on being on vacation but no specificima is

arranged.

3. How long does a typical inspection last?

3-6 hours

4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be

present for the Inspection, duration etc.)

Only for new openings since pharmacyis not yetin operation. However we are changing ou;in

practice based and will be assessing the need to ma

ke appointments,

5. What are the perceived benefits of notifying parties in advance of these inspections

In our current notiffcations, we inform them that we wi

Il be ins pecting within the next 6 Manths anti gi.va tham an

speclions to be mora

opportunity to review any policies, guidalines, lagislation or current issues that they wisk o discuss with the inspactor
during the visit. They ars encouraged io engage their staff as eur goal is to provide guidance and educatlan to improve

pharmacy practice. If we move to @ more practice based assessment where we plan fe conduct shart reviews, itmay

he necessary to nofify partfes to that adequate staff are present during the vslt. in verybusy pharm acies, it may not be
possible to have meaningful, uninterrupted dialogue with pharmaclsts.

hitps:/imww.surveymonley.net/MySurvey ResponsesDetail aspx?sm=VbB7K30Novx8J5EjybVPe% 2bH 8DADVGYTZTgay84T d%2Bh19GEPTAYLLZUQ% 2. ..
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§. Unannounced Inspections

Please prowda a brief description of the purpose of the unannounced inspections.

as abow

7. How Iong doas a typ!cal Inspactlon last?

8. Why are parties not notified of the inspection? (Please list reasons)

Currently specuﬁc appomlments ara not made wnh pharmacles mamlyfurlogusllc reasons

1. Please provide a brief description of the purpose of the annouced inspections

Mo kesponse

2. How long does a typlcal inspection last?

No Rcsponsn

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need fo be
present for the inspection, duration etc.)

No Response

4. What are the parceived benefits of notlfying partles in advance of these inspactlons?

No Response

1. Please provide a brief description of the purpose of the inspection

Ney Response

2, How long does a typical inspectlon last?

No Response

3. Why are parties not notified of the inspection? (Please list reasons)

No Response

4, What are the perceived bensfits of carrying out un-notified inspections for parties
involved?

No Re.»ponse

1. Please enter any additional comments balow.

Please fael free to oontact me if you wish to dlscuss furﬂ'lar lam also haanng your findings as we too will be
embarking on new processes.
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i3

Design Survey CollectResponses IAnaIynResults i

Default Report ¥

Displaying 5 of 24 respondents

Response Type: Collector:
Normmal Response Web Link
{Web Link)
Custom Value: IP Address:
empty 96.53.1056.181
Response Started: Response Modified:
Tuesday, January 7, 2014 9:21:27 AM Tuesday, January 7, 2014 9:32:51 aM

1. Name of Organisation

Nberta Collega ofPharmaclsls Edmontan Nberta Canada

2. Who do you inspect?

Pharmacytearns (pharmacles pharmscisls pharmacytechnrmans) in com mumlypractlce settings. We are
expanding to include satellite pharmacles, primary care networks, consultant pharmacist practice settings, long term

care practice seftings,

3. What is the legislative authority which permits the organlsatlon to conduct inspections?

Pharmacy and Drug Act under lhe provrncual (Nbans) gow.rnment whlch focuses on the uperaﬂon oflicensed
pharmacles. We are seeking amendments to the Health Professions Act as well to allow cur inspectors fo be
appointed under this act which focuses on practice, although our inspectors, known as pharmacy practice
consultants alreadyoomplete assessmems that are 90% prachce basad

4. Do you publish tnspection reports?

No but each pharmacylloensee receives an actlon rspori listing me dt‘ﬁcaencres Theymusl ldenufywho is
responSIble wnhln thelr team to carrect 1hem and do 80 within 30 daw

1. What types of lnspections do you carry out?

Unannounced lnspechons unly

1. Announced Inspections

Please provide a brief descnpt!on of the purpose of the annouced Inspectlons

No Response

2. What notification perlod is provlded to the inspected parties?

No Responss

3. How long does a typical mspectlon last?

No Ri: sponsu

4. Why are parties notified of the Inspectian? (Please list reasons e.g. specific persons need fo be
present for the mspectlon, duration etc )

No Response

5. What are the percelved benefits of notlfying parties in advance of these inspections?

No Response

6. Una u Inspections

Please provide a brief descriptron of the purpose of the unannounced Inspectzons

No Response
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7. How long does a typical Inspection [ast?

No Response

8. Why are parties not notified of the inspection? (Please list reasons}

No Response

1. Please provide a brief description of the purpose of the annouced inspections

No Response

2, How long does a typical inspection last?

No Response

3. Why are parties notifled of the inspection? (Please list reasons e.g. specific persons need ta be
present for the mspection, duration etc.)

I':o Response

4. What are the perceived benefits of notifying parties in advance of these inspections?

No Re .ponse

1. Please provide a brief description of the purpose of the Inspection
The purpose of the ingpection or what we call an assassment is 1o provide monllonng and suppnrtto anhance
pharmacy practice in the areas of quality care and safety. We focus on 90% practice and 10% operations, We believo
thatgood operations support good practice. We address lean work flow management for operations and usa chart
stimulated recall to assess practice,

2. How long does a typlcal Inspection last?

3 5 to 4 hours dependmg on the performanca segmentaﬂon of the pharmacy Pharmacies are rated as Iclw mad;um
ot high performing.

3. Why are parties not notified of the Inspection? {Pfease list reasons)

Eamer rur our consultants to manage Ihelr schedules and work flow

4. What are the perceived benefits of carrying out un-notified inspections for parties
Inveoived?

More efﬁmenl terrltory rnanagernentfor aur consultams Wa see the pharrnacles in thelr natural state notamﬂc[al a8
the pharmacles fry to "clean up” before we come. Allows us to set realistic expectations forthe pharmacy when wea
wnta up the:r defclenclas as SMART goals (speclﬁc, measurah[e achuevabls raallstlc. hmaly}

1. Please enter any additional comments below.

No Responca
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Design Survey
Default Report ¥
Displaying 6 of 24 respondents
Response Type: Collector;
Normal Response Web Link
{Web Link)
Custom Value: IP Address:
emply 85.42.9587
Response Started: Response Modified:
Tuesday, Janyary T, 2014 9:24:21 AM Tuesday, January 7, 2014 9:30:39 AM

1. Name of Organisation

Mental Haalth Comrnisslon Inspectorala ol Mentai Haalth Services

2. Who do you inspect?

Collectﬂespunses { Analyze Results

Approved Centres (inpahem psychlah’lc units} and other mental heatth servces

3. What is the Iegislatlve authority which permlts the organlsation to conduct mspectlons?

Mental Health Acl2001

4. Do you publish inspection reports?

Yes - see website

1. What types of inspections do you carry out?

Ml)dure nl’ announced and unannounced unspectlons

1. Announced inspections

Please provide & brief descrtptlon of the purpose of the annouced inspectlons

For nun-stamtoryinspectlons to maei wlth staff

2. What notification perlod is provlded to the inspected partfes?

2to 3 weeks

3. How Iong does a typical Inspectlon last?

1 day

4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be

present for the inspectinn. duration etc, )

To sdiscuss aspec&s ofthe senice

5. What are the perceived benefits of notlfylng partlas in advance of these inspectlons"

Thelr presenca.

6. Unannounced Inspections

Please provide a brlef descriptlon of the purpose of the unannounced Inspe:ﬂons

For all Approved Cenlres

7. How long does a typical inspection last?

1 toZdays

13



1/21/2014 SureyMonkey - Survey Results

8. Why are partles not notified of the Inspection? (Please list reasons}

Wa wrsh to report on seMces as they enstand notpresented asa showplece

1. Please provide a brief description of the purpose of the annouce d inspections

Nc Response

2. How long does a typical inspection last?

No Responsa

3. Why are partles notified of the inspection? (Please /ist reasons e.g. specific persons need fo be
present for the inspection, duration etec.)

Ne Recponse

4, What are the percewed benefits of notlfymg partles in advance of these Inspections?

No Re..ponae

1. Please provide a brlef descrlptlon of the purpose of the inspection

No Rosponse

2, How long does a typlcal fnspectlon last?

No Respanse

3. Why are partles not notified of the inspection? (Please list reasons)

No Response

4. What are the perceived benefits of carrying out un-notified inspections for parties
involved?

Mo Response

1. Please enter any additional comments below.

No Response
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Healthcare Design Survey Collect Responses JAnaIyuRnsults !

View Summary Default Report ¥

Browse Responses

Filter Responses Displaying 7 of 24 respendents
Crosstab Responses
Download Responses Response Type: Collsctor:
Normal Response Web Link
Share Responses (Wab Link}
Custom Value: IP Address:
emply 193.1.210.18
Response Started: Response Modified:
Wednesday, January 8, 2014 1:15:26 AM Wadnesday, January B, 2014 1:33:41 M

1. Name of Organisation

Environmental Protection Agency

2. Who do you inspect?

Licensed facllites under the EPA Acts 1992 as amended and Waste Management Acts 1996 as amended, [Other
areas of the Agency conduct other inspections under different legislation; | wil complete the form from an EPA liconce

enforcement aspect anly),

3. What is the legislative authority which permits the organisation to conduct inspections?

EPAAcis 1992 as amended; Waste Management Acts 1986 as amendad (Other areas of the Agency conduct other
inspections under different legisfation; | will complete the form from an EPAlicence enforgement aspect only).

4. Do you publish inspection reports?

Yos

1. What types of Inspections do you carry out?

Mixture of announced and unannounced inspections

1. Announced Inspections

Pleasa provide a brief description of the purpose of the annouced inspections

To ansure: 1. Cempliance with licence conditions 2. Check against Agency priority secigra) anvironmental
issues/risks for that year/period 3, Check overall envirenmental quality of the facility. 4. Meet legislative requiremnents
to conduct visits, 5, Provide public reassurance.

2. What notiflcation perlod Is provided

Varies; typically 1-2 days

3. How long does a typical inspection last?

Varies between sectors can be halfto fuil day

4. Why are parties notlfied of the inspection? (Pleass list reasons e.g, specific persons need to be
present for the inspection, duration efc.)

To ensure contact people are onsite when inspectors arive.

3. What are the perceived benefits of notifying parties in advance of these Inspections?

When confeat person is onsite during the ingpection it results in It running more smootiyas they are the most
familiar with the licenca, its conditions nad requirements. Documants are generallyfound more quicklyand all
questions answered on the day of tha visit.

8. ounced |n ns

Please provide a brief desctiption of the purpose of the unannouncsd inspections.

hitps:/fwww surveymonkey.netMySurey ResponsesDetail aspx?sm=YbB7K3ONov:AJ SEjybVPe%2bH 8DADVGY 7ZTgay@4Td%2Bh19GEPTAYLLzuQ%2(8... 1/3
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To ensure: 1. Complnanoe wnh [icenoe condlhons 2 Check agalnstAgency priatity sectoral enumnmentﬂl
issues/risks for that year/period 3, Check owerall environmental guallly of the facility. 4. Meet legislative requirements
to conduct visits, 5. Pravide public reassurance.

7. How long does a typical inspection last?

‘aries betwoen sectors can be half to full day

8. Why are parties not notlfied of the inspection? (Please fist reasans)

1. Allows ihe inspachorto gatan accurate plclure of typmal licence onmplianoe on any one day 2. Pubhc raassuranoe

1. Please provide a brief descrlptlon of the purpose of the annouced |nspections
NoResponse S e

2. How long does a typical inspection last?

Ne Response

3. Why are parties notified of the inspection? (Please list reasons e.g. spacific persons need to be
prasent for the mspectton, duration etc.)

No Response

4. What are the percelved benefits of notifying parties in advance of these Inspecﬂons?

N» Response

1. Please provida a brief descrlptlon of the purpose of the lnspection

No Response

2. How long does a typlcal Inspection last?

No Response

3. Why are parhes not notified of the inspectfon? (Please list reasonsj

No Rﬂspansc

4. What are the perceived beneflts of sarrying out un-notified inspections for parties
Invoived?

No Reaponse

1. Please enter any additional comments heiow.

No Rnsponsa
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hitps:www.surveymortey.netfySurvey_ResponsesDetail aspx?sm=VhB7KIONabS5SE]yboVPe%2bHBD ADVGYTZTgmyB4 T d% 2Bh19GEPTAYLL ZUQ% 215, .

SurveyMontkay - Survey Resuits

DesignSurvey  Collect Responses | Analyze Results

Default Report ¥

Displaying 8 of 24 respondents

Response Type: Collector:
Mormal Response Web Link
(Web Link)
Custom Value: IP Addrass.:
emply 137.191.224.104
Response Started: Response Modified:
Wednesday, January 8, 2014 1:54:47 AM Wednesday, January 8, 2014 2:13:07 AM

1. Name of Organisation

NERA

2. Who do you inspect?

Emplavers

3. What is the legislative authority which permits the organisation to conduct inspections?

Several pieces of leglslation dealing with employment rights including National Mini
Working Time Act 1997, Payment of Wages Act 1991, Employment Permits Acts, etc

mum Wages Act, Organisation of

4. Do you publish Inspection reports?

Ne

1. What types of Inspections do you carry out?

Midure of announced and unannounced inspections

1. Announced Inspections

Please provide a brief description of the purpose of the annouced Inspections

fo ensure compliance

2. What notiflcation period is provided to the Inspected parties?

nermally a minimum of 2 weeks

3. How long does a typleal inspection last?

Varles depending on co-operation and compliance level

4. Why are parties notified of the inspection? (Plsase list reasons e.g. specific persons need to be
present for the Inspection, duration etc.)

to enabie employers to have records for Inspection and key people available for interiew

5. What are the perceived benefits of notifying partfes In advance of these inspections?

Records are on the premises when we arrive

&. Unapnounced Inspections

Please provide a brief description of the purpose of the unannounced inspections,

to check wha is in fact working e.g. children or young persons under the Protection of young Persons{Employment)
Act 1986 or third country natienals under the Employment Permlts Acts. Many of the unannounced visits take place at
night end often are undettaked along with other bodies siich as Revenue, Social Protecion and/ar Gardal

7. How iong does a typical inspectlon last?

5

1
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Several would take placa on anynight say 30 ming

8. Why are parties not notified of the inspection? {Please list reasons)

Iftheyare braachmg oartam Ieglslaunn it W|Il not be found only!hrough at reoords inspecﬁon

1. Please provide a brief descriptlon of the purpose of the annouced mspections

No Rcspomir

2. How long does a typical inspection last?

No Response

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be
present for the inspectlan, duration efc.)

Nn R..spc-nsc

4. What are the percalvad be nefits of notlfylng parties in advance of these mspectlons?

No Respons:

1. Pleass provlda a brief descrlptlon of the purpose of the |nspecﬂon

No Rurponse

2. How Iong does a typlcal |nspectlon last?

NOREsponso T oo e mmemmem e e o
3. Why are partles not notified of the inspaction? (Please list reasons)

NoResponss T s ey T T - i e o

4. What are the perceived benefits of carrying out un-notifled inspections for parties

involved?

Ne Response

1. Please enter any additional comments below.

l‘ n Fu:spons?
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[
DeslgnSurvey Collect Reaponses [ Analyze Results

Default Report ¥

Displaying 9 of 24 respondentis

Response Type: Collector:
Normal Response Web Link
(Web Link)
Custom Value: P Address:
empty 87,198,189.58
Response Started: Response Modified:
Wednesday, January 8, 2014 2:43:09 AM Wednesday, January 8, 2014 2:47 :46 AM

1. Name of Organlsation

Vetennary Councll of Iraland

2. Who do you inspect?

Private Veterinary Practices

3. What is the legislative authority which permits the arganisation to conduct inspections?

Vetermary Practn:e Ar:t 2005 and ArnendmemAct 201 2

4. Do you publish Inspactmn reports?

No:

1. What types of lnspectlons do you carry out?

Announced inspechons cmly

1. Announced inspections

Please provide a brief descrlptlon of the purpose of the annouced inspecﬂons

No Re*ponsn

2. What notification perlod is provlded to the Inspected partles?

No Response

3. How long does a typlcal inspection last?

No Response

4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be
present for the Inspection, durafion etc. )

No Response

5. What are the percelved benefits of notlfylng partles In advance of these inspections?

No Refponse

6. Unann spections

Please provide a brlef description of the purpose of the unannounced inspections.

No Responsa

7. How Iong does a typlcal !nspectlon last?

No Response

1/3
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B. Why are parties not notified of the inspection? (Please list reasons)

Mo Response

1. Please provide a brief description of the purpose of the annouced inspections

To conﬁrm oompllanoa wnh lhe standards whlch applyb the 1ypa of practice offarad at the usmrmary premises

2. How long does a typical inspection last?

2 - 3 hours

3. Why are partles notlfied of the inspection? {Please list reasons e.g. specific persons need to be
prasent for the inspection, duration efc.)

Certificate Holder needs to be presentto sign off an end ofinspection raport. Cartificate Holder is the person lagally
responslble forthe premlses and comphanoe ta standards set,

4, What are the perceived banefits of notifying parties in advance of these inspecﬂons?

The person wnll be present and all reoords which need to be mspected are a\allable Mwssues ofooncern are
discussed with the reaponslble person

1. Please provide a brief description of the purpose of the inspection

No Response

2. How long does a typical Inspection last?
No Response

3. Why are partles not notified of the inspectlon? (Piease fist reasons)

4. What are the perceived bensfits of carrying out un-notified inspections for parties
invelved?

No Response

1. Plaase enter any additional comments below,
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Desfgn Survey Collect Responses J' Analyze Results

Default Report ¥

Displaying 10 of 24 respondents

Response Type: Collector;
Normal Response Web Link
{Web Link)
Gustomn Value: IP Address:
emply 137.191.231.74
Response Started: Response Modified:
Wednesday, January B, 2014 4:43:54 AM Wadnesday, January B, 2014 5:31:23 AM

1. Name of Organisation

HIQA Mult Somal Care

2. Who do you Inspect?

1. "Desrgnated centres (| 2., reeldenﬂal services for ulder & dependent people end Eor people wuth dlsabllwes}

3. What is the leglslative authority which permits the orgenlsetlon to conduct mspectlons‘?

1. Health Act 2007, as amended.

4. Do you publish mspection reports?

Yes

1. What types of Inspections do you carry out?

Mxture Dfannounced and unannounced |nspechons

1. Anhnounced Inspections

Please provide a brief deecription of the purpose of the annouced inspections

To Inform an lnltlal reglsbatlon demsien erlse mform a 3-yea|1yrenewal declslnn

2. What notification period Is provided to the inspected parties?

3. How long does a typical Inspection last?

1 day hutcan be 2 o maore days ifa sendce is Ierge er geographicall i

4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be

presenl‘ for the Inspection, duration efc.)
To ensure relevam managementetc staff are present that rele\ant recurds are evallahle and so that resrdems and
relatives can interact with inspection staff if theywish

5. What are the perceived benefits of notifying parties in advance of these inspections?

Itmakes ihe process more efﬁclent reduces the need fer retum vrsﬂs and faalltates resmentfrelah\.e involvement

6. Unan ed Inspections

Please provfde a brief descrlptlon of the purpose of the unannounced inspectlons.

To ensure cnﬂcal eiements nf care and suppun arein plaoe in reguleted services Indluding appropriate staffing etc
and that such is the case across the 24/7 week. Also fo follow-up prevous inspection findings/commitments by
providers and ensure actions hava been takan as promised.
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f. How IOI"Ig does a typical iInspectuon 1asty

1 day some may | be 2 days is ser\neas are Iarge or geographlcallydlspersed

8. Why are parties not notifiad of the inspecﬂon? (Please list reasons)

To ensure lhat the inspection findings are based on the realily of the sandce asg experienced byresldenm wlth no
scope for for mampulahon uf that realltyby oﬂ\er pames

1. Please prov!de a brief dsscrlptlon of the purpose of the annouced tnspectlons

No Response

2. How Iong does a typlcal |nspectlon last?

No Re.-:ponw

3. Why are parties notlfied of the inspection? (Please list reasons e.g. speclfic persons need to be
prasent for the Inspectlon, duration etc, )

No Responsa

4. What are the percaived benefits of nohfying partias in advance of these lnspectlons?

No Response

1. Please provide a brief descrlpllon of the purpose of the mspection

No Re:pousa

2, How long does a typical Inspection last?

No Response

3. Why are parties not notified of the Inspe ction? {Please list reasons}

No Rusponse

4. What are the perceived benefits of carrying out un-notified inspsctions for parties
involved?

No Response

1. Please enter any additional comments below.

No Response
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Default Report ¥

Displaying 11 of 24 respondents

Rasponse Typa: Collector:
Nermai Response Web Link
{Web Link)
Custom Value: IP Address:
empty 137.191.231.74
Response Started: Response Modified:
Wednesday, January 8, 2014 5:48:29 AM Wednesday, January 8, 2014 6:25:54 AM

1. Name of Organisation

Health inforrnatlon and QualltyAuthority

2. Who do you inspect?

Acute hespltals in Ireland

3. What is the legislative authorlty which permits the organisation to conduct inspectlons?

The Health ActzﬂOT (as amended} establlshed the Helath Infen-natlon and QualityAumority Part9 o! Health Aci2007
(as amended) rofers lo the appointment by the Authority of authorised persons fo undertake inspections and
investigations.

4. Do you pubhsh mspectlon reports?

Ye L]

1. What types of Inspections do you carry out?

Mixiure of announced snd unannounced Inspechuns

1. Announceg Inspections

Please provide a brief description of the purpose of the annouced Inspections

To assess organlsaimns for ihelr mmpllance WIlh national siandards

2. What notification peried is provuded to the inspected parties?

6 weeaks

3. How long does a typical Inspection last?

4-6 hours

4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be
prasent for the inspection, duration etc.)

Data and documentation are requested in advance for review purposes. Spaclﬁc responsible mdmdugls need to be
preseni for Intemews in urder lo clarifymformaiiun submltied pnorto the lnspectlon

5. What are the perceived benefits of notifying parties in advance of these inspections?

Avallahlltyof key sehior members eiihe orgamsation for discussmn

6. Unannouncsad Inspections

Please provide a brief description of the purpose of the unannounced Inspeetfons

To assess orgamsatlons forthelr oompllance wnh naﬁunal standards
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7. How long does a typlcal inspection last?

3 hours

8. Why are parties not notified of the Inspection? (Please list reasons}

In order to provide reassurancs that standards are complled with as the norm.

1. Please provide a brief description of the purpose of the annouced inspections

No Response

2. How long does a typical inspaction last?

No Resporse

3. Why are parties notified of the inspectlon? (Please list reasons e.g. specific persons need to be
present for the Inspection, duration efc.)

No Response

4. What are the percelved benefits of notifying parties in advance of these inspections?

Nc Response

1. Please provide a brief description of the purpose of the inspaction

No Respopse

2. How long does a typical inspection last?

No Response

3. Why are parties not notified of the inspection? (Please list reasons)

No Response

4. What are the perceived benefits of carrying out un-notified inspections for parties
involved?

No Response

1. Please enter any additional comments below.

Unannounced inspections provide a snapshol of compllance with standards. Theyare limited in their scope but
prevent undue preparation by the hospitals In advance of the inspectors' arrlval thus perhaps providing a more
realistic assessment of compliance of standards as experienced by patients ata given time. Announced inspections
allow for observation, review of documentation, discussions with senfor staffand an opporhunity fo gather evidencs of
compliance with national standards in a more in-depth faghion.
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Default Report ¥

Displaying 12 of 24 respondents

Responsa Type: Collector;
Normal Response Web Link
{Web Link})
Custom Value: IP Address:
emply 217.68.69.112
Response Started: Response Modifled:
Thursday, January 9, 2014 2:14:11 AM Thursday, January 8, 2014 B:06:58 AM

1. Name of Organisation

Ganeral Pharmacautlcll Councll

2. Who do you inspect?

Qurrole Is to inspact reglsherd pharmacles ensurlng thay meet standards for lha safe and effecﬂ\ca practloe of
phan'nacy

3. What is the Iegislative authority which permlts the organlsatlnn to conduct inspectrons?

The Pharmacy Order 2010

4. Do you publlsh inspection reports?

Not at prsseni But our aim s ho do sein future We Iaunched a naw rnspechon moda| ln a protutype phasa on4d
Novamber. This includes the production of a written report detailing the svidence found on inspection and our
judgement as to whether the pharmacy meets our standards. In future, this report and a public-facing summary, will

be pubtizhed.

1. What types of Inspections de you carry out?

Mxture of announced and unennounced mspactlons

1. ced Inspections

Please provide a brief description of the purpose of the annouced inspections

We do not notifya phamacyofthe exact date or t(rrle ofan mspecﬂon However, we do send a lefter which infurms a
phamacy that they are due an inspection and that one will be carmed out 4-6 wesks falloing receipt of the letter. The
purpose atthis stage is primarily o raise awareness of our new inspection model and of the standards we expect
pharmacies to meet Ultimately we expect to move lo a position of entirely unannounced inspactions.

2. What notification perlod e prowded to the Inspecled partles?

4-6 weeks

3. How long does a typical inspection last?

Between 2-3 hours in an |ndeuaI phannacy

4. Why are parttes notified of the Inspectlon? {Please list reasons e.g. specific persons need to be
present for the Inspecﬁon, duration etc. }

See answnrto Q1 lt is primanlyto faise awareness ufour new |nspechon modal As wado not nourthem ofa
specific date or time we do not require particular people to be present. Qur aim as faras possible is to replicate the
experience of a patient who could attend a pharmacy at any paint. We axpect & pharmacyte meet the standards every
dayand therefore do not belleve we should notrfya partlcular date

5. What are the perceived benefits of notifying parties in advance of these Inspections?

To raise awaraness

6. Unannounced Inspections

- LT -
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Flease proviae a briet gescripuon of the purpose ot the unannounced INSpe ctions.

1/21/2014
To ensure the standards are being met and to replicate the experience ofa member of the publlc IN additlon we may
use unanncounced inspections if we have recelved particular information about a pharmacy (e.9. from a member of

the pubhc ar olher healm budy) whlch mdlcatas lhere is a rlsk tn paﬂentsafety

7. How Iong does a typfcal inspection last?

-3 hours or possnblyless |f the purpose Is solelyto assess one aspec‘k of senice dsllvary

8. Why are parties not notifled of the Inspection? {Please list reasons)

Because wa expectstandards to be met evary dayand nolmmply when lhe inspector furns up. And, in the case of
following up paricular information, we may not want fo slert the pharmacyto ensure we obiain an accurate picture of

whatis happcning.
1. Please prowde a brief descrlptlon of the purpose of the annouced mspectlons

No Responw

2. How long does a typlcal Inspection last?

No Rerponse

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be

p;'esenr for the inspection, duration efc.)

No Response

4, What are the percelvad benefits of nnﬂfylng partles in advance of these lnspectlons?

No Response
1. Please provide a brief description of the purpose of the inspaction

B T ——

Mo Responsr

2. How long dees a typlcal inspectlon last?

No Rasponse

3. Why are parties not notifled of the inspaction? (Please fist reasons)

No Response

4. What are the perceived benefits of carrying out un-notified inspections for parties

involved?

No Ra_.ponse

1. Please enter any additional comments below.

No Response
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Design Survey Co!lect Responses " Analyze Results i

Displaying 13 of 24 respondents

Response Type: Collector:
Nermal Response Wab Link
(Web Link)}
Custom Value: 1P Address:
emply 91.216.236.,59
Responsa Started: Response Modifled:
Friday, January 10, 2014 2:05:57 AM Friday, January 10, 2014 2:22:08 AM

1. Name of Qrganisation

Radlologlca! Protec!lon Instltute of Ireland

2. Who do you inspect?

Those that have custody and use of ionising radiation sources

3. What is the Iegrslatlve authorlty which permits the orgamsatlon to conduct Inspectlons?

Radlologlcal Pmtectlon Act 1991

4. Do you publlsh inspection reports?

Not currenﬂy

1. What types of Inspections do you carry out?

Mxture ofannounced and unannounoed :nspecttons

1. Announced Inspections

Please provide a brief description of the purpose of the annouced ingpections

To vanfycomphance with regulaﬂons and licence condrﬂons to 855083 safely culture, to observe and where

2. What notificatlon perlod is provided to the Inspected parties?

ThlS varies from a daylo a number ufwaeks dependlng on 1he oumple;dtyof 1he far.llltyhemg mspected and the

preparation that may be required

3. How Iong does a typlcal inspection last?

Tl'us vanes dapendlng on 1he complexty ofthe faclhty and the scope of 1he mspecﬁon frum two hours oa full day

4, Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be
present for the inspection, duration etc.)

In order to have the nght people in place which could be the CEO as wall as aenior techmcal and posslblyclmlcai
peopte. Itis not always appropriate to disrupt on-going clinical practice and sometimes observation of certain
procedures have o be planned well in advanee in line with clinical schedules.

5. What are the percelved benefits of notifying parties in advance of these inspections?

Havlng key people avaHable to prouide eudenca of compllance, manmlsmg opportunllies to observe ceﬂain
procedures

6. Unannounced Inspections

Plzase provide a brief description of the purpose of the unannounced Inspections.

Unannounced |nspeciicns are most useful when there isa doubtaboutwhai has been casenred in the planned

113



1/21/2014 SurveyMonkay - Survey Results

inspection; or in following up on intelligence about a facility or pracfice. Itis also useful that the regulated community
are aware that this something that the Regulator can and will do from time to time.

7. How Iong does a typlcal Inspection last?

This varies dependmg an the com plemyofthe faculity and tha scope oflhe |nspecton from two hours toa ﬁ.l" day

8, Why are parties not notified of the inspection? (Pfease list reasons)

As unannuunced |nspecl|ons are most useful when ﬂ'lere Is a doubtabou'lwha! has been observed in the planned
inspection orin fellowing up on intelligence about a facility or practice then it would be counter productive to announce
such an inspectlon. Itis also useful thatthe regulated community are aware that this something that the Regulator
can and will do from time %o time,

1. Please provlde a brief description of the purpose of the annouced lnspectlons

No Rﬂsponsa

2. How long does a typlcal [nspection last?

No Rosponse

3. Why are parties notified of the inspection? {Please list reasons e.g. specific persons need 1o be
present for the Inspection, duration etc.)
No Response

4. What are the percewed benefits of notifying parties in advance of these inspections?

No Respousa

1. Please provide a brief descriptlon of the purpose of the inspection

No Response

2. How long does a typlca] mspectlon last?

No Respon_e

3. Why are partles not notified of the inspection? (Please list reasons)

No Response

4. What are the perceived benefits of carrying out un-notified inspections for partias
involved?

No Response

1. Please anter any additional comments below,

Mostof RPIIs mspectluns are announced mspec&ons but is somaahmg Iha! wa regularlydlscuss and keep under
review with shanges in praclices and the regulatoryenvironment and would bs interesied in the results of your
analysrs
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Design Sur\my c::llecl Reaponses Analyze Results

Default Report ¥

Displaying 14 of 24 res pondents

Response Type: Collector;
Narmal Rasponse Web Link
(Wab Link)
Custom Value: IP Address:
emply 50.167.91.188
Response Started: Response Modified:
Sunday. January 12, 2014 3:15:38 PM Sunday, January 12,2014 3:43;17 PM

1. Name of Organisation

Pharmacy Regulatlon Aulhonty SA

2. Who do you inspect?

nglshersd pharmacypremlses (Ie phan‘nacles)

3. What is the legislative authority which permits the organisation to conduct mspecﬂons?

The Act - Haallh Prachtloner Ragulaﬁun Naﬂona[ Law (South Australla)Acl201O

4. Do you publish inspection reports?

No

1. What types of Inspections do you carry out?

Mxture of announned and unannounced mspacllons

1. Announced Inspections

Please provide a brief description of the purpose of the nnoucd Inspeclions

\ﬁslis {the terrn used in this Junsdlctlcn) are condunhed on a random bagis across a 3 year period of all reglshered
premizes, The vigits asceriain the level of adherence of the sites to the published stendards and guidelines for the
operation of registered pharmacy premises. Depending on the level of remedial action required a re-visit may also be
required.

2. What notification period is provided to the inspected partles?

Anytime within a six month window,

3. How long doas a typical inspection last?

Two hours.

4. Why are partles notified of the inspection? (Please list reasons o.y. specific persons need to be
present for the inspactmn duration efec.)
The V|5|t program aims ta be a co-operauva effort belween PRASA (the Autherity} and the enﬂties operating reglstared
pharmacy premises (pharmacists, registered pharmacy companiss and registered pharmacy trusts) to ensure the
malntenance of standards of the highestlevel. Prier noffication lends itself to a spiritof co-operation and joint
endeavour at leastin the initial stages of the process. Provides a potential nppor!unltyfurany registerad pharmacy
pramises that may have let slip its agherance to the required standards to review and Iniflate measures to bring its

operations into alignment with the laval necessary and expected by the community and consumers.

5. What are the percelved benefits of notlfylng parties in advance of these inspections?
Taklng as much ofthe adversarlal context ofthe visit program outofthe process. Allowung ﬂme for reilecﬁon atths
registered pharmacy premises lo be visited. Allowing for appropriate measures to be irplam ented whaere necessary
in advance oflhe \nsn_

6. Unannounced Inspections
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Please provide a brlef descriptlon of the purpose of the unannounced Inspections.

To confirm an-going adherence 1o the standards and guidleines where elther a notification (fotn a community
member) or evidence highlighted during the visit program suggests a lack of commitment at the reglstared pharmacy
premlses concemad,

7. How long does a typical Inspection Iast?

Genemllyless as unannounced \nsns tend tn be targeted m speciﬂc Issues Cne hour

8. Why are parties not notified of the inspection? {Please list reasons)

Ensunn accurac ashothe "acmal"sltuatmn Ensunng acmal cnmmitrnemas opposedtusu ested commltrnent.
g e v age

1. Please provide a brief description of the purpose of the annouced inspections

No Response

2. How long does a typical inspection last?

No Rosponse

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need fo be
prasent for the inspecﬂon, duration eftc. )

No Responsa

4. What are the percelved benefits of notlfylng parties in advance of these |nspect|ons"

No R»sponse

1. Please provide a brief description of the purpose of the inspection

No Response

2. How long does a typical inspection last?

No Ras;mns e

3. Why are partles not notlfled of the Inspection? (Please list reasons)

No Response

4. What are the perceived benefits of carrying out un-notified inspections for parties
involved?

No Responsec

1. Please enter any additional comments below.

No Response
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Design 5urvey  Collect Responses i Analyze Results

Default Report ¥

Displaying 15 of 24 respondents

Response Type: Collestor:
Normal Response Web Link
{Web Link)
Custom Value: {P Address:
amply 116.212.205.26
Response Started: Response Modified:
Sunday, January 12, 20114 4:26:53 PM Sunday, January 12, 2014 4:32:23 PM

1. Name of Organisation

Pharmacy Reglstratlon Board oststern Australla

2. Who do you inspect?

Reglsnered pharmacy prernlses wnﬁln Westem Ausiralia

3. What is the Iaglslatlve authorlty which permlts the orgamsatlon to conduct mspections?

PharmacyAc! 2010

No, however a summary of the findings from inspections is included in the Board's Annual report, which can be
downloaded from me Bnard s webslte ai. www, phan'nacyboardwa com.au

1. What types of Inspections do you carry out?

Unannounced inspections only

1. Announced Inspections

Please provide a brief description of the purpose of the annouced inspactions

No Response

2. What notification period is provided to the mspected parties?

No Reaponse

3. How Iong does a typlcal Inspactron last?

No Respcnsa

4. Why are parties natified of the inspection? (Pleass list reasons e.g. specific persons need to be
present for the lnspection, duration etc.}

No Responso

5. What are the percelved beneflts of notifying partues in advance of these Inspectlons?

No Re sponce

6. Unann ctions

Please provide a brief description of the purpose of the unannounced Inspections.

No Resporee

7. How Iong does a typlcal lnspe ction last?

No Reanonse
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8. Why are parties not notified of the inspectlon? (Please list reasons)

No Responsa

1. Please provide a brief description of the purpose of the annouced inspections

No Re ponse

2. How long does a typical inspection last?

e mme it e e e _—

No Rrsponsn

3. Why are parties notlfied of the inspection? (Please list reasons e.g. specific persons need to be
prasent for the inspection, duration etc.)

No Response

4, What are the percelved benefits of notlfying partles in advance of these mspections?

No Responst

1. Please provide a brief descrlptfon of the purpose of the inspection

To ensure comphance wrth 1he mlmmum siandards as presnnbed In the Ad

2. How long does a typical inspection last?

1 hour

3. Why are parties not notified of the inspection? (Please list reasons)

To ensure that the premises are compliant atall imes rather than Just compliant when they are made aware of an
inspection,

4. What are the perceived benefits of carrying out un-notified Inspections for parties
invelved?

Helps develop a culture of ongoing compliance.

1. Please enter any additional comments below,

Mo Responre
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Design Survey Collect Responsas Analyze Results

Default Report ¥

Displaying 16 of 24 respondents

Response Type: Collector:
Normal Respanse Web Link
{Wab Link}
Custom Value: IP Address:
emply 210.87.21.10
Response Started: Response Modifiad:
Sunday, January 12, 2014 4:56:04 PM Sunday, January 12, 2014 5:25:58 PM

1. Name of Organisation

PharmacyCounclI of New Sou!h Wales

2. Who do you Inspact?

All pharmacy premises mat are subjectofa currentapproval of the Pharmacy Counul of NSW (rnutme |nspechon at
least onge every 18 months ), pharmacy premises upon receipt of an application for a new pharmacy, appfication for
relocation of exisiing pharamey premises or following substantlal change to the size of the pharmacy premises
{reducfion or expansion In size; and inspeclions in relation to complaints matters (ad hac and at the requestof the
Pharmacy Cuuncsl

3. What is the legislative authoritywhich permits the organisation to conduct inspections?

Sacﬂon 1644 oflha Healt.‘n Practitloner Regulanon National Law (NSW)
hIIpJ.'wwaeglslation new.gov. auim alntopMewﬁnforcelact+86a+2009+od+0+N

4. Do you publish inspection rsports?

No
1. What types of Inspections do you carry out?

Mixture of announced and unannounced inspections

1. Announced Inspections

Please provide a brief description of the purpcse of the annouced Inspec‘lions

Pharmacypremlses in relation tn appllcahons fora new pharmacy, or relocatlon of existing pramlses Qr tasiding of
prem:ses (reducllon or e:q:ansion)

2. What notification perlod Is provided to the inspected parties?

Date and hme ofmspectlon is byagreemenl belween aqppllcantand the |nspechcr

3. How long does a typical inspection last?

approxone hour, exc]udlng ﬁ'avel llme whlch can be conmderable

4. Why are parties notified of the Inspection? (Please list reasons a.g, specific persons need to be
present for the Inspecﬂon, duration etc.)

Ensure access to the premlses answar queshons and S|gn the |nspection fnrm

5. What are the perceived benefits of notifylng parties In advance of these Inspections?

Ensute access, ensure the premises are ready o be inspected.

6. Unannounced Inspec

Please provide a brief description of the purpose of the unannounced inspections.

Routine inspection of all pharrnacy pramises in New Soulh Walas at Ieastonce every 18 months: inspections in

hitps: /. surveymonkey.net/MySurvey_ResponsesDetail.aspx?sm=VbB7K3ON ovx@J5EjybVPe%2bHED ADVG Y721 ayB4 Td%2Bh19GEPTAYLLzUQ%:218.
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relation to complaints matters; follow up inspections to chack on compliance with legis |ative requirements (le have
they abtained missing equipment or pubkications ).

7. How long does a typical inspection last?

varies. Roufine |nspecl|ons 30m|ns ane hour Complalnts rnamzrs maytake longer lfthls raquires dlscusslnns wnh
pharmacist and involves an investigation, inspection of decumentation/photocopying/photes ele.

8. Why are parties not notified of the inspection? (Pfease list reasons)

Routine inspections - thera is no need ln give advanoe notice Curnplalnis matters - may be ad\ance notice |fa
particular pharmacistis o be intandewed.

1. Please provide a brief descriptlon of the purpose of the annouced inspections

No Response

2. How long does a typlcal inspection last?

ND Raspan sy

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be
present for the inspectmn, duration etc. )

No Nesponce

4. What are the perceived banefits of notifying parties in advance of these inspections?

No Respome

1. Please provide a brief description of the purpose of the inspection

No Response

2. How Iong does a typlcal Inspection last?

No Rrsponse

3. Why are partles not notified of the inspactlon? (Please list raasons)

No Resporsae

4. What are the perceived benefits of carrying out un-notified inspections for parties
involved?

No Respoise

1. Please enter any additicnal comments balow,

No Response
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Design Survey Collec! Rasponsas Analyze Results

Default Report ¥

Displaying 17 of 24 respondents

Response Type: Collector:
Normal Response Web Link
(Web Link)
Custom Value: IP Address:
emply 147.68.13.204
Response Started: Response Modifled:
Sunday, Januaty 12, 2014 9:30:23 PM Sunday, January 12, 2014 9:41:53 PM

1. Name of Organisation

Tasmanian (In Australla)PharmacyAumonty

2. Wha do you inspect?

F’harmacybusmess premlses other than those run by the state orfederal governmenl

3. What is the legislative authority which permlts the orgamsaﬂon to conduct mspectlons?

(Tasmanlan) PharrnacyConirol Act 2001

4. Do you pubIIsh mspectlon reports?

No

1. What types of Inspections do you carry out?

Mixure of announced and unannsunced inspections

1. Announced Inspections

Please provide a brief description of the purpose of the annouced inspections

These are usually by arrangement after alterations lo & previously approved premises are completed or when a new
pharmacy premises Is ready for business

2. What notification period is provided to the Inspected parties?

Not forma!lsed in Ieglslaﬁon butwe generalryglva abouta weaks notrce

3. How Iong doos a typlcal Inspectlon last?

1-2 hOUl‘S

4. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need to be
present for the inspection, duration etc.)

So that the Pharmacistin Charge and/or owner(s) can be present, which makes the inspection more efficient as they
can make dedisions to immediately rectify anysmall matters brought to their attention; and discuss/educate re
aspecis of security, Poisons Actand storage of scheduled medicines, dispensing praciices stc. Wa also encourage
them to do a self audit prior to our visit (the Authority provides a form which Is also on ourwabsite) for this purpose.
This should mean evernything is more llkely to be shipshape.

5. What are the perceived benefits of notifying partles In advance of these inspectrons?

see Q4 above

6. Unannoun In ion

Please provide a brief description of the purpose of the unannounced inspections.

These are a cycllcal process (roughlyeverya years) aimed atensurmg reglslered phannecypremises conhnue to
comply with legislation, While theyre generally unannounced, we want thes s inspections i be educative net punitive,
and our Intention Is not o prosecule butte bring them up to scrafch. We also inspact witrout notice if something's
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been brougnt 10 our atenton which mignt indicate the pharmacy does not cComply, 6r whnen a previaus Inspecuons
flagged issues o be addressed.

7. How Iong does a typical mspectlon last?

-2 hours

8. Why are parties not notified of the Inspection? {Please {ist reasons)

Ifwa bellave their practices might be in breach, posslblymtanllunally. we don't want to warn them and give them hme
fo hide or destroy evidence; similarly, ifissues had bean highlighted which required attention and they told us Ifd
been done, a random (unannounced} inspection would alfow us to assess this properly.

1. Please provlde a brief descrlption of the purpose of the annouced mspectlons

No Ref;ponse

2. How leng does a typlcal |nspectlon last?

No Response

3. Why are parties notified of the inspection? (Please list reasons e.g. specific persons need fo be
present for the inspectlon, duration etc.)

No Reuponse

4. What are the percelved benefits of notifymg partles in advance of these inspectlons?

No Re..pcmse

1. Please provide a brief description of the purpose of the inspection

No Response

2, How long does a typical inspection last?

No Response

3. Why are parties not notified of the |nspectlon? (Please fist reasons)

No Response

4. What are the perceived benefits of carrying out un-notified inspections for parties
Involved?

No Respanse

1. Please enter any additlonal comments below.

No Respon.,e
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Deslan Survey  Collect Responses Analyze Results

Default Report ¥

Displaying 22 of 24 respondents

Rasponse Type: Collector:
Nammal Response Web Link
{Web Link)
Custom Value: IP Address:
emply 137.191.228.131
Rasponse Started: Response Modifled:
Thursday, Janvary 16, 2014 6:54:46 AM Thursday, January 16, 2014 7:31:35 AM

1. Name of Organlsation

Department of Agriculturs, food and Marine

2. Who do you inspeact?

Veterinary Practifioners, Farmers and kespers of animals, Licensed merchants (retallers), Pharmacists, veterinary
wholesalers, compound feed rmanufacturers of both medicated and nan medicated feed, home mixers {farmers that
manufacture medicated feed)

3. What is the legislative authority which permits the organisation to eonduct inspections?

Evropean Communities {Animal Remedies) {No. 2) Regulations 2007 as ammended, fransposed from Directive
2001/82 and Medicated Feed Directive 90M67/EEC- S1 176 of 1094

4. Do you publish inspection raports?

No

1. What types of Inspections do you carry out?

Mixture of announced and unannounced inspections

1. Announged Inspections

Please provide a brlef description of the purpose of the annouced inspections
The announced inspections are generally when there is an initial application for a wholesale Iiroenca. retail licence,
internet licence, or manufacture of medicated feed llcence

2. What notification period is provided to the inspected parties?

Generally a week

3. How long does a typical inspection last?

Two - three hours

4. Why are parties notifled of the inspection? (Please list reasons e.g. specific persons nead to be
present for the inspection, duration etc.)

Parties are notified so that the relevant personnel are present lo enable the ins pection t go ahead, also ko inform the
applicant for a licence of relevant conditions that must be metin order to get licence approval

5. What are the perceived benefits of notifying parties in advance of these inspections?

Thatinformation that will be required during ins pection will be available at the ime ofthe inspaction,

6. Unannounced Inspgctions

Please provide a brief description of the purpose of the unannounced inspections.
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To dectect any non compliances with licence conditions or breaches of legislation

7. How long doas a typical inspection last?

It depends on whatissue is being inspected, it could take anything from an hour to a full dayet longcr

8. Why are parties not notified of the inspection? {Please list reason s}

Sao that aperating praciices cannot be vsibly altered and non compliances or breaches covered up and not readily
obvious atthe time of inspection.

1. Please provide a brlef description of the purpose of the annouced inspections
No Respo_i::sa_ o ) -

2. How long does a typlcal inspection last?

No Response

4. What are the perceived benefits of notifying parties in advance

of these inspections?
No Respensi T '

1. Please provide a brief description of the purpose of the inspection

No Response

2. How long dees a typical inspection last?
No Reaponse . R

3. Why are parties not notified of the inspection? (Please list reasons)
7!:1:: Résﬁonse T T T

4. What are the perceived benefits of carrying out un-notified inspections for partles
involved?

No Rasponse

1. Please enter any additional comments below.

In my experience the unannounced inspections are far more effective In tarms of datesiing non gompliances or
breaches of legislation butthere can be issues with Inexperienced personnel and lack of sufficent informaton
available at the time of inspection,
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Displaying 23 of 24 respondents

Response Type: Collgctor:
Normal Response Wab Link
(Web Link)
Custemn Value: IP Address:
emply 194.32.29.1
Response Started: Rasponse Modifled:
Friday, January 17,2014 1:31:.01 AM Friday, January 17, 2014 2:11:30 AM

1. Name of Organisation

DHSSPSN] -Msdlcme Regulatory Gmup

2. Who do you inspect?

Comm unlty pharmaciss, other establlshmams in conjunction with MHRA and WMD . CD Llcence holders
management of CDs in hospices, private healthcare providers, Trust hospital pharmacies, ambulance stations. THE
FOLLOWING COMMENTS WILL ONLY RELATE TO COMMUNITY PHARMACY INSPECTION.

3. What is the legislative authority which permlts the organisatlon to conduct inspections?

Medlcmes Ac‘l1968 Human Medlclnea Ragulahcns 2012 Misusa of Drugs Act 1871 and regulations, Vetarinary
Medicines Regulations, Pharmacy{NI) Order 1976, Poisons (NI} Order 1976,

4. Do you publish inspection reports?

No

1. What types of Inspectlons do you carry out?

Unannounced inspaclions only

1. Anhnounced Inspections

Please provide a brief description of the purpose of the annouced inspections

gdsg

2. What notification perrod is provlded to the inspected partl.s?

gdsg

3. How long does a typical inspection last?

dgsdg

4. Why are parties notified of the inspection? {(Please list reasons e.g. spacific persons need to be
present for the inspection, duration efc.)

sdg

5. What are the perceived benefits of notifying parties in advance of these Inspections?

dsgfds

6. Unannounced Inspections

Please provide a brief description of the purpose of the unannounced Inspections

sfdgds
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7. How long does a typical inspection last?

4 hourss

8. Why are parties not notified of the Inspectlon? (Please list reasons)

gsdgﬁdg

1. Please provide a brief description of the purpose of the annouced Inspections

Mo Response

2. How long doss a typlcal inspoctlon last?

No Response

3. Why are parties notlfied of the inspection? (Please lisf reasons e.g. specific persons need to be
present for the inspection, duration ete.)

No Resprnsre

4. What are the percelved benefits of notifying partles in advance of these mspectlons?

No Response

1. Please provlde a brief description of the purpose of the inspaction

There are twu fypes oflnspectlon premises reglsiraﬂnn Ing pection and rouhne mspechnn of registered pharmacy
premises. First type ensures that premises meet the stendards for premises as published bythe PSNL. Sscond type
moniters and encourages compliance with legislation and professional standards as published by PSNI,

2. How long does a typical inspection last?

2-3 hours

3. Why are parties not notified of the inspection? (Please list reasons)

Some soundlngs several years ago mdicated (hat preference was thatmspectmns werg unannounced

4. What are the perceived benefits of carrying out un-notified Inspections for parties
involved?

We believe unannounced inspections in some cases maygive a more realistic snapshat of how a pharmacyis
aperating.
1. Please enter any additional comments below,

No Response

213



1/21/2014 SurwyMonlkey - Survey Results

Daw:lopers » Facobook + Twilter » Linkedin « QurBlog - Gaogli+ + “ouTube
Manzgomont Team + Board of Directors « Partere « Newsraom » ContactUe « Jobs « Siiemap « Halp

Torms of Use » Privacy Policy = Anti-Spam Paticy « Sccuriy Statemr.ent

Pomee e Tt s Espaiiol - Porluguds - Deutuch - Nederands - Frangais - Pycckwi - ltaliane - Dansk = Svenska « 11507« 0 S0 e i)
Tir:gs + Narsk = Suomi

_opyrinht - 19982014 SurveyMankzy

hitps:/fwww.surveymonkey.net/MySurvey ResponsesDetall. aspx?sm=VbB7K3ONovhaI5E]ybVPe% 2bHBD ADVGYT27gayB4 Td% 2Bh19GEPTAYLLZUQ%2... 33



Appendix 3



JNO U} 153J31U1 ue

Sey [|dy ‘JuaWuoNAuD
Alojen8aua a3 pue
2a110ead vl sadueyo yum
MIIABI J3pUN AjJueisuod
si Aaijod uonpadsul

33 Ing ‘pasuncuue

Aepnjoisinoyz

suooadsul palunouueun

INo sajued oleinday ayy mouy
0] pajejn3dal 8yl Jo§ [(NJASN OS|yY e
w2Juod uo dn Mo(j04 e

adueape uj [[am
pauuerd ag 01 aaey sainpadoad uiela) e
sonjoeud jesiuld 3uiod
-ui idnusip o1 ajesdosdde shemje 1oN e
aouasasd sa|doad juepodull sansuy e

y13u3j ut Aep |jny puejaJ] Jo
ale suondadsul s3uipuy/sswooino 01SIN0Y Z '8 2110U SHIIM ML -Aep T e 9)NIISU| SUOIIDI101d
SAIdY 92Ul JO1SOIN e uotdadsul snoiasad uo dn mojjo4 e suolnendas yum aouelduiod Ajuap e |ea1So|oipey
swuaned Aq pasualadxa piepuels
JO Juawissasse |eaJ aiow Buipiaoud
3404243y3 uonesedaud anpun
wanasd Ing adods Ul papwry e uonoadsul Yidap-ul 210W B IO SMO|Y e
spJepues Jo Joysdeus apiaoid e a|qe|ieae AJISE3 UOIIEIUSWNIOG e
WwIou ay] st spJepuels Yum oauasaad s3|doad Juepodw sainsug e
22ue]|dwod SJURINSSEA) SAPIACL] e aoueldwod Ssassy e
Buo| sinoyg e 8uoy sinoy $32IAIDS
suoday ysiqnd e aoue||dwo) s5assy e 9-F pue 110U 5)I9M 9 EP IIEXS ON = aJeayyesH YoOIH
asuasaud ,ss|doad yuenodw sainsuy e
,Boaldmoys, jou Aep T 13 30)J0U ,S}99M €-7 SIEP JIBXI ON o
‘sa01Au3s SulsIxo uo Modal 01 3|y e IIAIDS uolss|iuwo)

suoday ysijgnd

Shepz-T o

SSNJSIp ‘}e1S 193W ‘AJOINIRIS-UON o

yyeaH sy

uoadsul 22130U SInoy

yoeauq JO 3IUBPIAD
|E3ARU pInoMm uopdadsul pooylaii] e
ao1deud 1599 JO Yoeauq pardadsng e

3|qejieae A|ISea UOJRIUIWNIOG e
suoladsul

S91ouase Jaylo yIm ysepp ou ainsuy e

2ouasaud sajdoad Juenodw) saunsuy e

sAepg-sinoyz e

¥Z 1oYs 01.19)3. o5 23110U SYaam 9 pieog
pinod pasunouueun, e (Aep 1) uondadsu) passnioy e 198 PaJuUNOoUUE e }SOW ‘31BP 1OBXI ON = SaUII PN YSiH
SUIWIWOD) paJunouueun Jo s)jauagfsuosesy pasunouuy jo sl|jauag/suoseay 840 Jo awepn

sadAy uoidadsu) Jo aunpaw e wiopsad jey) siojenday |euoneN




suodau ysygnd 3,ucqg

{uwiad ou yym jeuoneu-uou
Jo ualp|yo) Juppom s oym ¥ay)
Buoj suiw gg 'xoaddy

aue|jdwoo
R uonesadood uo spuadap ySua|
uonoadsul pue 32110u $yI3M Z UIIA

AouaBy
s1y31y wswAhodwy
[euoileN

suoday ysiigng

JJUBINSSeAL JI|gnd

ajuedwod aou3dy jeadhy

40 aunjaid s1eanoae, 5198 Jodadsy|
SUSIA 12npuUod

01 paxninbai aane|si3a) umo 1aan
Aep |inj 031 yjeH

uaWuoNAUR Jo Ajjenb xyoay)
uolje|sig)

3 SUOI1IPUO2 32UdN| YUMm ouendwor)
SUSIA 1ONpUO)

0] paijnbau aaie|si8a) umo 18a
a|ge|ieae AfIses uolRIUBWNIOQ]
souasald sajdoad Juenodw sainsu3
Aep

linj 01 Jey g aanjou shep z-T AjjeardAL

Adua8y vonaanolg
|EIUBWIUOIIAUT

uojieindiuew 1o} sdoas oN
321Au3S Y] JO A)ljeal

331 uo paseq aJe s3ulpul} saansuy
SIUBUIHULLIOD 7 SBuipuly

SNSIA $S3] = Adualdiya pasealou|
s1032adsul Yy3m 1oeI9]U

uondadsul snoiaaad uo dn mojjo4 UED SI3qUiBW Ajlwey 19 SJUAPISAY e
3uiyers 3[ge|ieAe A|ISES UCIIEIUBWNIO e
Buipnput £ /yz aoejd u aie pLoddns ouasaud sajdoad jueliodwi sainsug e
2 2482 JO SJUIWI|D |eINID 53INSU] Y18uaj ut SAep 7 410 T 13 301J0U SHIIM 7 ale)
suodal ysigng shkepzioT |[emaual AlJeaA g Jo uonieasiSas maN e |e120S NPy — YOIH
uoiadsul ayy
J0 3w} oy} e ajqejleae
UOITBLUIONU] JUBINYNS
40 y2g| 40 [puuosiad
paluaLadxs uou
Yum sanss| 3 uel g dn paJanos saoueydwod
sayoeaq Jo sague|dwod -uou pue pataye Ajgisia s|qepieae A|Isea UOIJRIUAWINIOG e
-uou Suialap Jo 9q 1ouued sa3oidead Sunesadg soussaud sejdoad uenodwi saunsuy e
SWLIR) Ul BAIIDAYD aJow Aepeojinoy sinoy g/z g xoidde yoom T e aJnynoudy
iej dJe pdUNOUUBUN e saoueldwod-uou 12318p 0] SUDIIRIISIBAI MBU UO] e 10 wdwpedaq

suipuly spodau




JUBWHWWOI
pa15988ns 03 pasoddo
SE JUSWIIWELIOD |BNIIE, SAINSUT e
U993s S| UOIIBNYUS |BNIDE, SBINSUT e
wIauod uo dn Mojj0{ e
s3ulpuy/sawonno

Buriq 01 saunseaw Juawajdun

01 10} Anunpoddo Aseuueyd smojly e
Ajlenul ises) 1e ‘uonesadood

10 1lads e 0] §|351 SPUB| UOIIEILYIION o
HSIA

-a1 a1inbaJ Aew uonJe [BIPaWR JO [3A3] e

aouedwod Suissassy e

(vSvyd) ejensny

uondadsu) snojasid uo dn mojjo4 e 8uoj sinoy yinos ‘Aluoyiny
S3uj|apIng pue spiepuels T8 92110U SYIUOW 9 IEP DEX3I ON » uonengay
0} 2oualaype Bul03-U0 LLYUOI O] o S1e9A ¢ SS0J0B WOPURI U SISIA, e Adeweyd
suoiiesado
Ajlep jo aumpid ajeanxoe
pue uoneuwuoju S ay1 Sujuleiqo
S2UNSUd 1 ‘SuneBIISaAUL UIYM e
S9ALIIE J010adsul
uaym Ajduns jou ‘Aep Adana uanl8 aq
12W aJe spiepuels jeyl uonenadxy e pinoys s1ep ou a10)313Y1 g Aep Alaad
Suo| sinoyg-z e 19w ale spaepuels jeyy uoneadxy e
sjue|dwod/suiaouad 2ousuadxe suaned seandas oy wiy e
Suodal uo dn mojjoL 104 e uasaud ajdoad senojped Joj pasuoN e [12Uno)
Adewwns, 3uwiysygnd 2Duauadxa 8uo| sinoy [eannadieweyd
uels o1 Bulwy e Stuaned jeoydas oy wiy . £€-7 73 210U SH29M 9-7 1BP 1DBX3 ON o |edauan
ST padunouueun jo syysuag/suoseay PaJunouuy jo sjiauag/suoseay 810 Jo awepn
sadA} uonadsul Jo ainxjw e waopad jey) siojenday |euoiieusau)
ANIINIX]

MAeasuoseay e

MAeasuoseay e

22135 Yeay

uonIadsul SpJ0d3l YSnoayl punoy
9q Ajuo ued uonesi8a) Jo ydealg e

1EPJED 10 UOI}IB1014 |BII0S JO
1daq ‘anuaasy yum uonounfucou]; e

a|ge|leAe AjISed uonEUBWINIOQ e
souasaud so|doad uenodw sainsuy e




suejdwodfsuiasuod uo dn mojjo
sduipuy/sawodno

uonoadsul snoiazid uo dn mojjo4
Syjuow T Alaal

32U0 1se3| Je suondadsul aunnoy

He1s g sasiwald 0] $5900e saunsu]
‘xoudde unoy T

paaude swn g s1eqg

AJuo sasiwaid

40 U0I1E20]3. JO UoI1EASISa1 Mau 104

S3leA YINOS MaN
4o [1puno) Axeuseyd

{1s129y2 uondadsul
SABY M) DUSIM
ysnoayl ajqejieae

[00] MIpne-§|3s, asn 0}
sapewleyd aseinoau]

SawoNo/ssulpuly

§,uonadsul snoiaaud uo dn mojjo4
PaA0i15ap g PIN0d IDU3PIAD
‘UlAIZ I110U DIUBADE UBYM

8uo| sinoyz o1t
sjuie|dwod/suisauoa uo dn moj|o4
aaipund

10U SAIIEINP3 1B suondadsu|
xoidde sieah € Aaaa aauQ

9oudsald sapdoad Juepoduwi saunsug
8uo| ,sunoy z 01 T 7 320U SYIaM T
sasiwaad

JO UOI11e20]3J 4O UOIIRNSIBS MIU S04

AjJoyiny Aseweyd
uBluBWISE]

SHNSsaJ ysiqngd

suoseal 2115130] 10}
uaaig Jou suawiuiodde aynads

sinoy g-¢
PaJunouUE 10} S SUOSEa AIBS

3|qepieAe AjISeEa UoiEIUIWNIOQ

sinoy g-¢ g

32110U SYNOW g 13}1a7 A3LP 19BX3 ON
sfuiuado mapn

sisiew.eyd
10 989)|0) oueUQ

aouasaud saqdoad
wepodwi 3jqeus 01
310U ,54N0Y HZ — SYSIA
,pRJUNOUUBUN-IWSS,

suoi12adsul paaunouueun AjIsow
1oNpuod 0] Juawe|lied fI31SIUIN
SU1 JO JUBWYWIWIO)
souerjdwod-uou Jo A10lsIH
s1a|qel uo sicyradsul paiyjenb
$s8] Ag (4noyT) suoidadsul
asuendwod poys Aaa os|y
paJ21unodud swajqosd ssajun
5IN0Y {7 1se| *g 1SIsse siol1dadsuy
‘uonnaasoad oignd Aq pa|
‘uaalp useduoa/1uleidwod aiop

a|ge|ieae

sJ0122dsul pautesy Ay 41 Ajuo
S2WOIN0 J23le 10U Sa0p ,dn-1aA0)),
Aduaspiye sasealsdu|

2ouasaad 1sppewaeyd ssunsul

$5355€ ¥s1/aouel|dwod aujwialag
*xoidde sinoy

{7 158] '3 20110U ,5)83M 9-T 12EX3 ON

SpuepayIaN
‘ayeloldadsuy
2JEJ ljeaH

S1ISIA JO 1X3IU0D |BLIBSIDAPE SAAOLLIY
uolydadsul 2u04aq [aAa] Aessadau
YHMm Juswudije ojul suonelado




ysiqnd juoq

paiejndiuew

U32q 10U SEY SOUIPIAR SINSUD
Juone|ndiuew Joy adoas oN

3uo| shep z-1

Buinapaunos o swaqoad
Aljenb npoad ojul suoijeSnsau)

suoljradsul

,S210uaBe 1330 YUM SB[ oU ainsu]
suo1e)SISa) MBU 10} 0S|y

asuasaud sojdoad Juenodwi saunsul
3uo| sAep |Iny £-7 7§ ‘xoidde yaam T

(Sdav)

$201A3(] |eIIP3N
pue saupRIpay

J0 AduaBy ysiueds

Ajeyl ‘vd1v Aduady
S3UdIpaN ueley|

sia1ew sjuie|dwod 01

UOl1e|34 Ul 32170U BAIS 0} paaU ON
*312 SUOIIEIUIWNIOP YE)
‘SMa|AJR1U] 10Npuod 0} 138u0| e
Suo1eS11SaAUI — INOYT 01 SUJWIQE




salesado Axewseyd sy) moy jo yoysdeus d11s1eal 2I0W IAID e
paJjunouueun 10} pals|Xxa aJualajald e
Buo} sunoy -z e

puejas|
aJueldwod s3e1nodua usayuopn Aojes
pue Joyuow o3 sapewdseyd paiaisiBal jo uonadsu; 2uilnoy, e 2119nd 'y S9JIAIBS
spiepuels [ei20s yljeaH
suodas ysygnd juoq e 5199w sasiwaid ayl aunsua 0} suoiadsul uoilesisidal mau lo4 e J0 Juawpedaqg
aouel dwod ejjeJisny
Jo Ainunuoo g saw |je 1e ueldwod sasiwaid sainsug e UIDISIAN JO paeog
Uoday |enuuy s pseog ul Suipnjour s8uipuyy 8uolinoyt e uoljes1sigay
J0 Alewwins nq ‘pajund jou spodal jenplAlpu) e SpJepuels Uil yum auedwod ssassy e Adewnieyd
9]E]S [BIN]BU Ul UDIS S3deweyd e
ysiy 01 moj s3unje UAAID e $924Nn0saJ 5,1010adsuU| JO IsSN JD119g .
puodsai 0} SABpQE e SINOY-g¢ o
(Alowm 2nsijeas ‘ajgeAaiyde JuDWaBeuew Mojj JI0M UBI| SSAIPPY e sisioeuleyd Jo
‘a|qeanseaw 14129ds) S|EOS | HYINS USAID e poddns g Supoluop e 289|]0D eLAq|Y
SjuWwWa) pajuncuueun jo sljauag/suoseay 810 jo awepn
:Ajuo suonadsu| pasunouueuqn wiopuad 1eyl siolenday
dapoys aq jim uondadsu| e Aduady
uasaid sajdoad yJuenodw) sainsuz e SBUIDIPAN
8uoj sAep z suoijoadsul jeydsoy aunnoy e ysiuui4
3lqepeAe AjISea uonEUBWNIOT e
adcueldwo) 10} a|qisuodsal AjjeSa) uossad
Ajuo Japjoy ey ‘eussaud sajdoad juenodwi sainsuz e
soue|dwod oY) e [12uno)
SINOY E-7 o Aeuulap
SIUBWIWIOY padunouuy Jo sjyauag/suoseay 340 jo awepn

:AJuo suondadsu| pasunouuy w.oad 1eyl sioiensay




Appendix 4



Appendix 4

Certificates of Registration % % Difference
Unannounced | Announced

Current certificate of registration for the RPB not available at the 3% 1% -2%

premises.

Current certificate of registration of the RPB not displayed such that 29% 25% -4%

it is legible by members of the public from the public pharmacy area.

Current certificate of registration for the Supervising Pharmacist not 1% 5% 1%

available at the premises.

Current certificate of registration the Supervising Pharmacist not 33% 20% -13%

displayed such that it is legible by members of the public from the

public pharmacy area.

Professional Cover & Duty Register

No duty register for the current year 1% 0% -1%

Not all entries for professional cover 22% 5% -17%

entered for the previous 2 months.

Entries not maintained contemporaneously. 17% 8% -9%

Supervising Pharmacist does not provide professional coverin a 10% 5% -5%

regular capacity for a significant proportion of the opening hours.

Number of RPBs inspected which have a Pharmaceutical Assistani 28% 23% -5%

providing professional cover

Pharmaceutical Assistant providing professional cover in the 49% 44% -5%

temporary absence of the pharmacist, not in accordance with the (of 108 RPBs) | (of 9 RPBs)

terms of the Code of Practice Governing the Temporary Absence

Clause of the Pharmacy Act 1890 (issued 1994)

SOPs

No SOPs in place 4% 5% 1%

SOP's not specific to the operation of the pharmacy 18% 23% 5%

SOP's not approved by the Superintendent and/or Supervising 28% 30% 2%

pharmacist

\o evidence that staff have been trained on SOPs 40% 38% -2%

Error & Incident Management

No evidence that error/incident logs are being maintained 38% 23% -15%

No records of resultant corrective actions implemented at the 51% 48% -3%

pharmacy

Premises & Layout

Public part of the RPB not clean and/or professionally presented 4% 0% -4%

Dispensary not clean and/or well maintained 20% 13% -7%

Storeroom(s) not clean and/or well maintained 36% 35% -1%

Toilets(s) not clean and/or well maintained 23% 20% -3%

Patient Consultation Area

No Patient Consultation Area in place 5% 3% -2%

Area not private 14% 13% -1%
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Area not wheelchair accessible 21% 20% -1%
Area not separate and/or designated 25% 23% -2%
Area not accessible from the public pharmacy area 14% 15% 1%
Area not furnished 13% 10% -3%
Storage of Medicines

Fridge not a pharmaceutical grade fridge 15% 10% -5%
Fridge not ¢lean 8% 3% -5%
Max/min fridge temperature not monitored and recorded on a daily 34% 33% -1%
basis

Max/min temperature in the dispensary not monitored and recorded 50% 53% 3%
on a daily basis

Max/min temperature in storage areas not monitored and recorded 46% 43% -3%
on a daily basis

Expiry Dates

o active expiry date management system in place 7% 8% 1%
No medicinal products waste bin in place 3% 0% -3%
Traceability of Medicines

Medicinal products which have been removed from their original 34% 20% -14%
packaging, not labelled appropriately

Controlled Drugs Safe

No CD Safe 0.3% 0% 0%
CD safe not secured to a solid wall or floor in accordance with 5% 3% -2%
regulations

All CD2 & CD3's not being stored in the CD safe 8% 0% -8%
Controlled Drugs Register

No CD register 0% 0% 0%
Dates of supplies not entered 2% 0% -2%
Patient names not entered 2% 0% 2%
Patient addresses not entered 7% 15% 8%
Doctors names not entered 26% 28% 2%
Quantities supplied not entered 3% 5% 2%
Receipts from suppliers not entered 3% 3% 0%
Entries not made in a chronological sequence 14% 15% 1%
Running balances not maintained 10% 10% 0%
Errors not corrected by way of marginal or foot note 30% 18% -12%

Controlled Drugs Balances

The stock balance of three CD's in each pharmacy are checked against the actual guantity stored in the safe.

Total CD Balances Incorrect

9%

7%

-2%
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Prescription Register

Prescription Register not being maintained 3% 5% 2%
3 dates are chosen from the previous 3 weeks and the prescription register is checked to see if these dates are
available

Total Prescription Registers not available for specific dates 10% 4% -6%
Prescription register not certified by the pharmacist on a daily basis 22% 20% -2%
Prescription Register not printed within 24 hours as required by 21% 20% -1%
legislation

Date the product is supplied is not recorded 3% 8% 5%
Name, quantity, (form), strength of the product not recorded 1% 3% 2%
Name of prescriber and address (where not known to the 26% 25% -1%
pharmacist) not recorded

Name and address of patient not recorded 3% 5% 2%
Yate on the prescription not recorded 53% 50% -3%
Nature of Emergency Supply not recorded (when at the request of 57% 68% 11%
the patient)

All required schemes not included in the prescription register 11% 18% 7%

Prescriptions Requested

4 prescriptions are requested per pharmacy (These include prescriptions for controlled drugs and high tech

medicines)

Prescriptions not available 3% 4% 1%

Emergency supplies not in accordance with regulations 74% 100% 26%

Prescription not in date at the time of dispensing 8% 11% 3%

Prescription not written in accordance with the requirements of 15% 16% 1%

legisiation

Prescription does not match the entry in the Register 17% 27% 10%
. Prescription not endorsed 30% 21% -9%
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Fani
S

Private and Confidential A
Dr Ambrose McLoughlin, T
Secretary General, e
Department of Health, AN RllALTOlR lcf)c_;,a:uslocm;\

Hawkins House,
Hawkins Street,
Dublin 2

e
Re:  Review of Unannounced Inspection System

Dear Dr M}e‘(ghlin, /y J'Lﬁ?‘:c.f

The Pharmaceutical Society of Ireland (PSl) is an independent statutory body established by the
Pharmacy Act 2007. One of the principal functions of the PSI is to regulate the profession of
pharmacy in the State having regard to the need to protect, maintain and promote the heaith and
safety of the public. In the discharge of this function, the PSI conducts inspections of pharmacies.
inspections are carried out in the following three circumstances:
i.  Initial inspections for the purpose of registering a new pharmacy. These inspections are
announced,
iil.  Investigations for the purpose of examining suspected or alleged breaches of pharmacy and
medicines legislation, Code of Conduct and PSI guidance. These are unannounced.
iii.  Compliance inspections for the purpose of routinely assessing compliance with pharmacy
and medicines legislation. These inspections are currently ‘unannounced’.

The Council has requested its ‘Inspection and Enforcement Committee’ to review its policy in respect
of the conduct of routine, not for cause compliance inspections (reference [ii above), which to date
has been operated on an ‘unannounced’ basis.

The basis of this proposal is that pharmacy owners would receive short advance notice of these
inspections (typically one working day) to review staffing arrangements at the pharmacy on the day
of the inspection to ensure that key personnel are present.

In view of the fact that this would constitute a significant change to current Council Policy in respect
of the conduct of such inspections, It has been decided to seek the views of parties who may have a
specific policy interest In this matter.

't should be noted that it is not intended that this proposed change would apply to initial inspections
(e.g. for the purpose of registration of a new pharmacy) or to those that would be of an investigative
nature.

The PSI’s ‘Inspection and Enforcement Committee” would, therefore, welcome views of your
organisation on the concept of an ‘announced’ inspections format and would be grateful if it could
receive any observations and comments that you may wish to make on the matter not later than the

20" January 2014.

Your assistance in this matter would be greatly appreciated.

Teach CCE, Sriid na bhFinini, Baile Atha Cliath 2, Eire. PSI House, Fenian Street, Dublin 2, Ireland.
T. + 3531218 4000 F. ~ 353 1283 7678 info@thepsi.ie www.thePSLije



Yours sincerely,

At Negdhe

Marita Kinsella

Registrar, the Pharmaceutical Society of Ireland

cc Ms Lucia Crimin MPSI, Medicines, Controlled Drugs and Pharmacy Legislation Unit, Department of
Health, Hawkins House, Hawkins Street, Dubliin 2

Mr Paul Barron, Assistant Secretary, Department of Health, Hawkins House, Hawkins Street, Dublin 2
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Secretary General

{ An Roinn Sléinte Oifo an Ard Romar
) DEPARTMENT OF HEALTH Office of the

Ref No: QC2013/18064

Ms Marita Kinsella

Registrar
The Pharmaceutical Society of Ireland RECEIVED

poLbouse 08 JAN /i
Dublin 2

6™ January 2014

Re: Review of Unannounced Inspection System.

Dear Ms Kinsella,

The Secretary General, Dr Ambrose McLoughlin has asked me to acknowledge
receipt of your correspondence of 23™ December 2013 in the above regard and to let
you know it is receiving attention.

Yours smcerely,

Private Secretary to the Secretary General

RECEIVED
8 - JAN 20U

Cuirfear fillte roimh chomhthreagras | nGaelige
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= i Giba An Reinn Sifinte 7 Depariment of Health
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§ An Roinn Sisinte

-

DEPARTMENT OF HEALTH RECEIVED
15 JAN20%

January 2014

Ms Marita Kinsella
Registrat/CEO

Pharmaceutical Society of Ireland
PSI House

Fenian Street

Dublin 2

Re: Review of Unannounced Inspection System

amic
Dear Ms Kigsella

I wish to refer to your letter of 23 December 2013 addressed to the Secretary General in
which you sought the views of this Department to a proposal to change the system of routine
pharmacy inspections from unannounced to announced inspections.

I'wish to advise you that the Department would not be in favour of such a change to the
current system of inspection. We believe that patient safety and public protection demand
that a high leve! of standard is maintained at all times in pharmacies, as in other services. We
believe that this is best regulated within the confines of unannounced inspections. Finally,
we note that unannounced inspections are standard practice in other service areas and we are
of the view that this should continue to be replicated in the pharmacy sector.

I trust that this clarifies the Department’s position.

Yours sincerely

AU~

Paul Barron
Assistant Secretary

Culrfear fiflte roimh chomhfhreagras i nGaslige

o ~. An Roinn Stiite / Department of Heaith
thar Teach Haloin Baile Atha Cliath 2 Fon/Tel  (01) 6354000 R-phost/Emall

info@health.govie

Hawkina House Dubfin 2 Face/Fux {01) 63954001 Sufomh Gréasfin/Web www.dohie

Patient Safei'y t_Firs 3 Papenr Athchirséiva/Printed on Recycled Puper



P e 3 The voice of community pharmacy RECE’ V E D

Ms Marita Kinsella 05 JAN 2014
Registrar and CEQ

Pharmaceutical Society of Ireland

PSI House

Fenian Street

Dublin 2

03 January 2014

Dear Marita,

Thank you for your letter dated 23 December 2013 regarding the review of the PSI’s
policy in respect of the unannounced nature of routine, not for cause, compliance
inspections of pharmacies. The Irish Pharmacy Union welcomes and strongly
supports the proposal that pharmacy owners would receive advance notice of these

inspections; indeed, it is something we have long sought.

The primary purpose of any inspection regime should be to maintain and raise
standards in the sector, rather than simply to identify and punish non-compliance,
Moving to a system of announced inspections facilitates this.

Undergoing a PSI inspection is a stressful experience for any pharmacist and is a
significant distraction from their primary professional responsibility to their patients
and the public. The current system of unannounced inspections means that, in many
cases, there is a risk to patient safety associated with a busy pharmacist’s attention
being taken away from their professional duties as they attempt to produce various
documents and policies following the unexpected appearance of the PSI inspector.

However, your suggestion that a single day’s notice would be given falls short of what
is reasonably required where staff rosters and other arrangements may need to be
changed by Pharmacy Owners and/or Supervising Pharmacists, in order to cope with
the additional workload involved in assisting the authorised officers’ inspection of
the pharmacy. One week’s notice, sent by post or by email to both the Pharmacy
Owner and to the Supervising Pharmacist, would be more appropriate to allow them
sufficient time to reorganise the pharmacy rota to ensure adequate attendance of the
relevant staff on the day of inspection, and even to be present themselves if they
wished. It would also allow the pharmacist time to review their documentation in
order to ensure all appropriate relevant registers, records and other paperwork were
available and easily accessible, rather than having to dig the various documents out

on the day.

One week's notice would not be sufficient to make a non-compliant pharmacy
compliant, so the intent of the inspection regime would not be undermined; however,
it would help a pharmacy which is well run demonstrate this fact in a less fraught and
pressurised manner than is currently the case.

IRISH PHARMACY UNION
Butrerfield House Butterfield Avepue Rathfarnham Dublin 14

T +353 149368401 F 435314938407 E info@ipu.ie W www.irye



We welcome the opportunity to comment on this very welco
: : me pro
available to discuss the matter further. proposal and are

Yours sincerely,

Derreg

Darragh J. O'Loughlin
Secretary General




RECEIVED
15 JAN204

Lirish Patients® Association

Ms Martina Kinsella.

Registrar Pharmaceutical Society of Ireland
PSI House

Fenian St

Dublin 2

Jan 9th 2014

Dear Martina

e ipnrea ce i di

Firstly may | congratulate you and wish you every success In your new role and thank you for this
opportunity to respond to the council’s review of its routine inspection process.

We are not in favour of having announced visits for routine Inspections, The reason for this
Is that there Is a perception that announced visits weakens the Regulatory process Insofar as
an opportunity can be created perceived or not that a facility gets valuable time to better
presents their position.

If this proposal is also driven to ensure that the inspectors time is not wasted by ensuring
that the appropriate competent personnel are available for an audit — surdy if an
unannounced visit Is conducted and an appropriate competent person is not available then
this must say something about the enterprises management.

if the competent person is not available at time of a visit then the council could consider a
fine to cover its costs.

If advanced notice is to be allowed as standard process then what Is to be done if the person
they need to see is not available within the 24hrs notice. What is to be done if the person
goes on leave?

Finally, there may be a case for announced visits with supporting criteria eg Clear previous
Audit etc, if this is reasonable then governance of this option must be demonstrated to
ensure that it does not become the norm to suit business need and not Regulatory
Governance

Yours Sincerely
g{—c', Patient Szt F“ﬂ
Swp ON (L : l!:‘r’. b
Chairman

Unit 2, 24 church Road Ballybrack Co. Dublin P: 01 2722555
Email: info@irishpatients.ic



PATIENT FOCUS
Unit 94, Sky Business Centre, Plato Business Park, Damastown, Dublin 15.
supporf@patientfccus.ie, www.patientfocus.ie
Telephone: Office 01/8851611 /01/8851617, 01 8851600 (Reception) Fax 01-8851601

Ms Marita Kinsella

Registrar

The Pharmaceutical Society of Ireland

PSI House

Fenian St 06.01.2014

Dublin 2
Re: Review of Unannounced Inspection System

Dear Ms Kinsella

Thank you for your letter of 23.12.13 concerning the review of unannounced inspections in cases of routine
compliance inspections of pharmacies and proposed changes in relation to this matter.

It is Patient Focus strong view that unannounced Inspections provide safeguards for patients and the general public in
a way that announced inspections cannot do. They are more reassuring to customers and patients in relation to
quality and safety. An appropriate solution may the use of both announced inspections and unannounced
inspections. The lack of availability of specific owners or staff which can arise with unannounced inspections can be

overcome by employing both types of inspections.

It is important to note that the change of practice envisaged by your letter would weaken the ability of the
Pharmaceutical Society of Ireland to provide the necessary safeguards required to protect patients and indeed the
general public. It could also lead to a lessening of the trust now enjoyed by the PSl in the performance of their
compliance functions and indeed in the perception of the accountability of pharmacists, Patient Focus believes this

would be very unfortunate indeed.

I hope this is of use to you with your impartant deliberations.

Yours sincerely
L0 ol o
Sheila OConnor RECEIVED
8 - JAN 204

Patiert Focux Lid Registered in Ireland No. 357090, Registered Office 9 Adeialde Court, Adelaide ni, Dublin 2. Directors Blackweod({Company Secretary,
Mary Dufy, Ellis McCormick, Fideima Geraghty Danny Moiloy . i .
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Marita Kinsella

Registrar

Pharmaceutical Society of Ireland
PSI House

Fenian Street

Dublin 2

Ref: PQ/FY/MK/160114
16 January 2014

Dear Marita,

Thank you for your letter to Tracey Cooper dated 23 December 2014 in which you seek HIQA's
views on the introduction of a system of inspection that utilises both announced and unannounced

inspections within pharmaceutical premises.

1 note the three circumstances listed in your inspection regime and the current methods used,
which to some extent mirror the mechanisms traditionally used by ourselves and other regulators
within health and social care sector.

By way of background I would point out that we have started to utilise announced inspections in
our ongoing post registration inspection work as we have recently attempted to place increasing
emphasis on the objective of driving improvement within health and social care services as well as
monitoring compliance with standards and regulations. The use of announced inspection in some
services is also aimed at enabling greater access to information on governance and safety systems
that may not be available on the basis of unannounced activity.

Interestingly there is not a great deal of research into the area of the benefits or otherwise of
announced versus unannounced inspection but we are part of a wider European network of health
and social care regulators, The European Network For Supervisory Organisations (EPSO) where
there was a recent study presented on comparative outcomes from both methods. The basic
conclusion was that there was little difference in the detection of non compliance factors in using
both methods and the ensuing discussion at the EPSO meeting was clearly focused on the public
and political focus and emphasis on unannounced methods at being the most effective. The
following link will bring you to the abstract for the Dutch study:

http: //www.healthpolicyirnl.com/atticle/S0168-8510{13)00126~

[ Head Office: 2] Dublin Regicnal Office:
Unit 1301, City Gate, Mahon, Goeorge’s Court, George's Lane,
Cork. Ireland. Dublin 7, ireland
Tel: +363 (0) 21 240 9300 Tel: +352 (0) 1 814 7400
Fax: +353 (0} 21 240 9600 Fax: +353 (0) 1 814 7499

a-mail: info@higa.ie www.hiqa.le



By way of interest, the autumn meeting (2014) of the network will be jointly hosted in Dublin by
ourselves and the Mental Health Commission, you might be interested in joining the discussions
that will focus on regulation and related topics.

More specifically you ask about the introduction of an announced element in inspection aimed at
investigation or examination of alleged or suspected breaches of pharmacy or medicines legislation,
code of conduct and PSI guidance. Your letter does not outline the specific rationale or motivation
for the proposed change but it would appear that a universal application of an announced element
In what is a key service user/ patient safety Issue might damage public confidence in your existing
system. The proposal to move to a 24 hour notice period for issues such as assessment of staffing
levels might be viewed as introducing an opportunity to enable the provider to introduce a
“temporary fix” to enable an assessment of compliance. Such a system would need to be
underpinned by a very robust system of ongoing risk assessment informed by intelligence on how
an operator is conducting their business, enabling the use of such information as evidence in any
enforcement or professional conduct proceedings. In this instance I would suggest that any policy
in respect of change should not include the universal application of announced inspection.

Whiist we would use announced inspections in the course of an investigation of circumstances
where there is concern on service user/patient safety and welfare, we wouid also continue to apply
an unannounced regime where we have concerns or where we belleve there is emergent or actual

risk.

I hope the above view Is of some use to the committee. Should you require any further clarification
on any of the above, please do not hesitate to contact me.

I would also like to offer you or any of your inspection staff to meet with some of our staff who
have recently introduced our new methodological framework, being used across all of our
regulatory functions, the Authority Monitoring Approach (AMA). The approach is aimed at ensuring
increased consistency of our application of standards and regulations across services through
common assessment and judgement frameworks.

Yours sincerely, .

7

Phelim Quinn
Director of Regulation

cC. Tracey Cooper, Chief Executive, Health Information and Quality Authority

{_1 Head Office: [} Dublin Regronat Office
Unit 1301, City Gats, Mahon, George’s Court, Georga's Lane,
Cork, Ireland. Dublin 7, Ireland
Tel: +353 (0} 21 240 9300 Tek +363 (0) 1 814 7400
Fax: +353 {0) 21 240 9600 Fax: +353 (0) 1 814 7499

e-mail: info@higa.ie www.higa.ie



Ms. Marita Kinsella

Registrar, the Pharmaceutical Society of Ireland
PS| House

Fenian Street

Dublin 2

10" January 2014 RECEIVED
V4 JAN 204

Re: Revisw of Unennounced Inspection System

Dear Ms. Kinselle,

1 acknowiedge recelpt of your comespondence of 23" December 2013 requasting
views on behalf of your Inspection and Enforcement Commiltee in relation to routine

compliance inspactions.

As you are aware, unannounced iispctions are perceived as bést practice and -
generally provide a better insight than announced inspections (from = socletal and
political perspective). From a practical perepective, the announcement of an
Inspaction can be useful, in that files, other dscuments and relevant personnel are

readily available.

A combination of announced and unannounced inspections may provide a good
ovenTn v;aw. f‘:;}::"ec;iptiol1 which would provide for an unannounced inspection at a
point in time ng an announced inspection, if deemed appropriate,

be worthy of consideration. ey 80

Shouid you wish to revert, please do not hesitate 10 do so.

Yours sincerely,
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